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March 13,2013

VIA HAND DELIVERY

Ms. Melanie M. Hill

Executive Director

Health Services & Development Agency
Frost Building, 3rd Floor

161 Rosa L. Parks Boulevard

Nashville, TN 37243

Re:  Certificate of Need Application
Medical Care, PLLC

Dear Ms. Hill:

Enclosed for filing with your office please find the original and two (2) copies of the
certificate of need application of my client, Medical Care, PLLC, along with a check in the
amount of $3,000.00 for the requisite filing fee.

Should you have any questions or require additional information pertaining to this
application, please do not hesitate to contact me by telephone at 615.274.4838 or by e-mail at
rachel@nelleycompany.com.

Very truly yours,

Rachel C. Nelley )7

Attorney

Attachments
cc: Steve Hopland, Medical Care, PLLC

102 Woodmont Boulevard - Suite 200 - Nashville, TN 37205
MAIL: P.O. Box 150731 « Nashville, TN 37215-0731
TELEPHONE: 615.345.0323 - FACSIMILE: 615.730.6545 + WEBSITE: www.nelleycompany.com




1. Name of Facility, Agency, or Institution
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Medical Care, PLLC
Name

1500 West Elk Avenue | ICarter |
Street or Route County
]Elizabethton | | TN | [37643 |
City State Zip Code

2. Contact Person Available for Responses to Questions

|Rachel €. Nelley I IAttorney l
Name Title
|Nelley & Company, PLLC | [rachel@nelleycompany .cq
Company Name Email address
[PO Box 150731 | Washville | [TN ] [37215 |
Street or Route City State Zip Code
[Attorney | [(615)274-4838] |(615)730-6545]|
Association with Owner Phone Number Fax Number

3. Owner of the Facility, Agency or Institution
[Medical Care, PLLC | [(423)431-0527 |
Name Phone Number
[1500 West Elk Avenue | [Carter |
Street or Route County
|[Elizabethton | | TN | [37643 |
City State Zip Code

4. Type of Ownership of Control (Check One)
A.  Sole Proprietorship F.  Government (State of TN or =
B. Partnership _ . Political Subdivision)
C. Limited Partnership H. Joint Venture
D.  Corporation (For Profit) | Limited Liability Company
E. Corporation (Not-for-Profit) " Other (Specify)

1 PLLC I

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND

REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

m
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Name of Management/Operating Entity (If Applicable)

[Pine Palms Management, LLC |

Name

(401 E. Maln Street | | |
Street or Route County
[Johnson City | [ TN | [ 37601 |
City State Zip Code

PUT ALL ATTACHMENTS AT THE END OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

6. Legal Interest in the Site of the Institution (Check One)
A. Ownership [——1 D. Optionto Lease
B. Option to Purchase [ 1 E. Other(Specify) ) | ]:L
C. Leaseof[ 5 ]Years =1
PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.
7. Type of Institution (Check as appropriate--more than one response may apply)
A. Hospital (Specify)] | ] | 1. Nursing Home —1
B. Ambulatory Surgical Treatment J. Outpatient Diagnostic Center [~ ]
Center (ASTC), Multi-Specialty [ 1 K. Recuperation Center | =l
C. ASTC, Single Specialty [—1 L. Rehabilitation Facility | i |
D. Home Health Agency [ 1 M. Residential Hospice ]
E. Hospice [——1 N. Non-Residential Methadone
F. Mental Health Hospital = Facility i 1l
G. Mental Health Residential 0. Birthing Center —/
Treatment Facility [—1 P. OtherOutpatient Facility
H. Mental Retardation Institutional (Specify)] | [
Habilitation Facility (ICF/MR) [1 Q. Other(Specify)[Physician] [“X]
Office
8. Purpose of Review (Check) as appropriate--more than one response may apply)

New Institution
Replacement/Existing Facility
Modification/Existing Facility
Initiation of Health Care
Service as defined in TCA §
68-11-1607(4)

(Specify) MRT |
. Discontinuance of OB Services
F.  Acquisition of Equipment

G. Change in Bed Complement
[Please note the type of change
by underlining the appropriate
response: Increase, Decrease,
Designation, Distribution,
Conversion, Relocation]

Change of Location
Other (Specify)
|

Cowp
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9.

Bed Complement Data
Please indicate current and proposed distribution and certification of facility beds.

TOTAL
Current Beds Staffed Beds Beds at
Licensed *CON Beds Proposed Completion

Medical | | | ] [ |
Surgical — |
I
I

Long-Term Care Hospital | |
Obstetrical [ ]
ICU/CCU  —
Neonatal [ I
Pediatric [ |
Adult Psychiatric [ |
Geriatric Psychiatric | |
Child/Adolescent Psychiatric E—l
Rehabilitation [
Nursing Facility (non-Medicaid Certified) |
Nursing Facility Level 1 (Medicaid only) [
Nursing Facility Level 2 (Medicare only) [
Nursing Facility Level 2

(dually certified Medicaid/Medicare)

ICE/MR I | | | | [ | | |
Adult Chemical Dependency | | ] | ] [ |

Child and Adolescent Chemical
Dependency

| |
| |
| |
| |

| |
l |
I |

J

[ |
| |
[ ]
L |
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Swing Beds

Mental Health Residential Treatment
Residential Hospice

TOTAL

*CON-Beds approved but not yet in service

=

c
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10.

Medicare Provider Number | 3373550 |
Certification Type | Physician Group Practice |

11.

Medicaid Provider Number | 1512986 Bi |
Certification Type [ Physician Group Practice |

12.

If this is a new facility, will certification be sought for Medicare and/or Medicaid? [__]

13.

Identify all TennCare Managed Care Organizations/Behavioral Health Organizations
(MCOs/BHOs) operating in the proposed service area. Will this project involve the
treatment of TennCare participants?j Yes | If the response to this item is yes, please
identify all MCOs/BHOs with which the applicant has contracted or plans to contract.

Discuss any out-of-network relationships in place with MCOs/BHOs in the area.




SECTION B: PROJECT DESCRIPTION

I. Provide a brief executive summary of the project not to exceed two pages. Topics to be
included in the executive summary are a brief description of proposed services and
equipment, ownership structure, service area, need, existing resources, project cost,
funding, financial feasibility and staffing.

Medical Care, PLLC (the “Applicant”) seeks a certificate of need to acquire a GE Signa Excite
1.5 Tesla stationary magnetic resonance imaging (“MRI”’) scanner system and initiate MRI
services to its patients. In 2011, Medical Care, PLLC saw a total of 23,483 patients. 10,754
(45.79%) of the patients resided in Carter County. 8,856 (37.71%) of the patients resided in
Washington County. 1,333 (5.68%) of the patients resided in Sullivan County. 911 (3.88%) of
the patients resided in Johnson County. 771 (3.28%) of the patients resided in Unicoi County.
858 (3.65%) of the patients resided outside the proposed service area.  Accordingly, the
proposed service area is comprised of Carter, Washington, Sullivan, Johnson and Unicoi
Counties in Tennessee. With the exception of Sullivan County, all of the counties comprising the
Applicant’s service area -- Carter, Johnson, Unicoi and Washington -- are designated as
medically underserved areas (“MUA”) by the United States Health Resources and Services
Administration.

Medical Care, PLLC, a NCQA' certified level 3 Patient Centered Medical Homeé’, is a multi-
specialty medical practice with 17 physicians and 14 physician extenders in specialties that
include family practice, general practice, internal medicine, general surgery, gynecology and
pediatrics with office locations in Elizabethton, Hampton and Johnson City, in Tennessee. The
proposed MRI will be located at the Elizabethton office, which is conveniently located on
Highway 67 across the street from Sycamore Shoals Hospital at 1500 West Elk Avenue in
Elizabethton, Carter County, Tennessee, and will occupy 674 square feet of space (currently

being used for storage) in the medical practice’s existing radiology department. The space for
the MRI will be leased from Pine Palms Management, LLC.

Medical Care, PLLC is a family owned professional limited liability company whose members
are Arnold Hopland, MD (33.33%), Jeffrey Hopland, MD (33.33%), and Kenneth Hopland, MD
(33.33%). The physician owners are all duly licensed in Tennessee and practice at Medical
Care, PLLC.

Pine Palms Management, LLC (formerly known as Medical Care, LLC), which owns all of the
assets utilized by the medical practice of Medical Care, PLLC, including real estate and
equipment, is also a closely held family business. Its owners are Dr. Arnold Hopland, MD

! National Committee for Quality Assurance (“NCQA?) is a private, 501(c)(3) not-for-profit organization which
manages voluntary accreditation programs for individual physicians, health plans, and medical groups. In
Tennessee, all plans contracting with TennCare (Medicaid) must be NCQA

Accredited.

2 Blue Cross Blue Shield (BCBS) of Tennessee is a formal sponsor of the NCQA Patient-Centered Medical Home
(“PCMH”) Recognition program. Level 3 designation by NCQA is the highest achievable recognition for a medical
group. NCQA'’s Patient Centered Medical Home program recognizes physician practices that prioritize the
strengthening of the physician-patient relationship, coordinate care for patients across multiple settings, and engage
in a team approach to improving patient care.



(20%), Steven Hopland (20%,), Jeffrey Hopland, MD (20%), Jennifer Whaley (20%) and Kenny
Hopland, MD (20%,).

Pine Palms Management, LLC owns the 120,000 square foot building located at 1500 West Elk
Avenue in which the proposed MRI will be housed. Medical Care, PLLC occupies
approximately 45,000 square feet of space in the building. The remaining 48,700 square feet of
office space in the building is or will be leased to other businesses primarily in the medical
services industry. Current tenants include Amedysis home health, Amedysis hospice care,
Physical Therapy Services, and Wellmont CVA Heart Institute. Future tenants evidenced by
letters of intent include Aeroflow (a DME company), Solstas Lab Services, a sleep lab as well as
practices specializing in allergy and asthma, neurology, and pulmonology. The building
includes a 22,000 square foot parking garage.

During the first year of operation, Medical Care, PLLC estimates that it will perform 2,756 MRI
scans. Medical Care, PLLC has grown consistently over the past 15+ years and anticipates
continued annual growth of 5-10%. Its MRI utilization projections for each year following its
initial year in operation assume a conservative 5% growth.

In 2011, the average utilization of providers in all the counties comprising the Applicant’s
service area excluding Johnson County, which has only a mobile scanner that operates 2 days
per month, was 2208. Excluding private physician offices and a standup MRI, the 2011 average
utilization of providers in this area (Carter, Washington, Sullivan, and Unicoi counties) was
2725.

The Applicant’s patients experience many days’ waiting time for scheduled MRI service,
particularly in Carter County where 45.79% of its patients reside. Per current policy at
Sycamore Shoals Hospital, the sole existing MRI provider in Carter County, and other Mountain
States Health Alliance owned facilities, in order to “allow ample time for [its] patients to secure
financial clearance,” non-emergent cases must be scheduled at least three (3) business days in
advance of the scan. See letter from Mountain States Health Alliance included as Attachment
B.I For non emergency MRI studies, Medical Care, PLLC providers have seen their patients
have to wait several weeks to be scheduled locally or have to drive to a facility outside the
county in order to have the MRI scheduled sooner. These waits underscore the need to add
capacity in the community.

Approval of the project would result in patients experiencing shorter wait time and improved
convenience. The ability of the practice to control exam scheduling and results reporting will
expedite the diagnosis and treatment of Medical Care, PLLC patients, thereby improving patient
outcomes.

The current outpatient MRI market in the Applicant’s service area is strongly dominated by
Mountain States Health Alliance (“MSHA”), which owns Sycamore Shoals Hospital in Carter
County (the sole MRI provider in Carter County), all MRI units available to outside patients in
Washington County (Johnson City Medical Center in Washington County, Franklin Woods
Community Hospital in Washington County and Mountain States Imaging at Med Tech Parkway
in Washington County), is the sole MRI provider in Johnson County (Johnson County




Community Hospital — mobile unit operating only 2 days per month), and owns Indian Path
Medical Center in Sullivan County. MSHA is in the process of acquiring Unicoi County
Memorial Hospital and has already taken over operational management and financial
responsibility at the sole MRI provider in Unicoi County. No viable competitors exist in Carter,
Johnson, Washington and Unicoi Counties. 90.66% of the Applicant’s patients reside in these
counties.

The lack of competition in the service area has reduced access, increased costs and not
encouraged efficiencies. The market dominance of Mountain States Health Alliance in the
Applicant’s service area has generated an access issue for patients of Medical Care, PLLC not
solely related to scheduling delays. Mountain States Health Alliance recently implemented an
up-front 50% payment requirement for any nonemergency imaging procedure and has been
unwilling to make payment options available for the initial 50% prior to scheduling tests such as
MRI. See letter from Mountain States Health Alliance included as Attachment B.I. In 2011, the
average charge per MRI scan in Carter County was $3,776.74 (in 2010, it was $3,483.01). The
50% up-front payment requirement imposed by Mountain States Health Alliance limits access to
MRI services not only for cash paying or uninsured patients, but patients with fixed incomes or
with high deductible health plans. Medical Care, PLLC has seen multiple patients choose to
forego recommended diagnostic imaging due to the large up-front payment requirement imposed
by Mountain States Health Alliance. Additionally, Mountain States Health Alliance has elected
not to be in network with CIGNA insurance company, a plan offered by several large employers
in the area. Employees with CIGNA insurance must travel outside the Mountain States Health
Alliance service area to obtain in-network diagnostic tests. Approximately 15% of the Medical
Care, PLLC patients with private insurance have Cigna.

Competitors of Mountain States Health Alliance exist in Sullivan County, but only 5.68% of the
Applicant’s patients reside in Sullivan County and all but one (1) of the MRI providers available
to the Applicant’s patients are operating at or above capacity -- Bristol Regional Medical
Center’s scanners each averaged 3223.5 scans in 2011; Holston Valley Medical Center’s
scanner averaged 3774 scans in 2011, Holston Valley Imaging Center saw 8362 scans (2787.3
per scanner) in 2011; Meadowview Outpatient Diagnostic Center experienced 4457 scans in
2011 (5258 in 2010) using 1 fixed scanner, Sapling Grove Outpatient Diagnostic Center saw
2587 scans in 2011. Volunteer Parkway Imaging Center, located in Bristol, Tennessee,
experienced 1327 scans in 2011, but, in order to access this scanner, patients of Medical Care,
PLLC would have to travel 21 miles (about a 35 minute drive) from Elizabethton. The only other
option would be to travel 21 miles to Erwin, Tennessee to Unicoi County Memorial Hospital
(whose MRI utilization in 2011 was 1630 in 2011) for a scan. Only 3.28% of the Applicant’s
patients reside in Unicoi County. Further, as mentioned above, MSHA is in the process of
acquiring Unicoi County Memorial Hospital and has already taken over operational
management and financial responsibility.

The total cost of the project is estimated to be $838,543. This includes the purchase and
installation of the GE Signa Excite 1.5 Tesla stationary MRI scanner system, RF shielding,
computers, cosmetic finishing of the space, a new HVAC system and additional electrical service
and furnishings.



Financing for the project will be accomplished with cash reserves and a bank loan.

I1. Provide a detailed narrative of the project by addressing the following items as they
relate to the proposal.

A. Describe the construction, modification and /or renovation of the facility (exclusive
of major medical equipment covered by T.C.A. 68-11-1601 et seq.) including square
footage, major operational areas, room configuration, etc. Provide the location of
the unit/service within the existing facility along with current square footage, where,
if any, the unit/service will relocate temporarily during construction and renovation,
and then the location of the unit/service with proposed square footage. The total cost
per square foot should provide a breakout between new construction and
renovation cost per square foot. Please also discuss and justify the cost per square
foot for this project.

This project does not involve construction costs in excess of $2 million and is not a hospital
project. Rather, it involves the renovation of approximately 674 square feet of leased space
located on the first floor of the medical office building housing the Elizabethton location of the
medical practice of Medical Care, PLLC (which occupies 45,000 sq. ft. of space) located at 1500
West Elk Avenue in Elizabethton, Tennessee. Medical Care, PLLC proposes to convert existing
storage space into an MRI suite. An existing exterior doorway will be removed during
construction to allow for installation of the MRI magnet and equipment. An RF shield will be
assembled by National MRI Shielding within the existing 25.5° by 17.5 existing room. The
electrical contractor will add 3 phase 480 volt electric supply from the adjacent electrical room
and coordinate the connection to MRI power supply with the MRI equipment installer. The
electrician will also install an MRI approved nonmetallic lighting system. The HVAC contractor
will install a new HVAC system as recommended by the MRI manufacturer to adequately control
the temperature in the MRI suite. The general contractor will install, finish & paint drywall
inside the RF shielded room along with drop ceiling and trim. The total estimated construction
cost to modify the existing 674 square feet is $80,220. This is a construction cost of $119 per
square foot. This entire cost is associated with modification / renovation of existing space.

The proposed MRI suite will include: a 446 square foot RF shielded MRI magnet room, a 140
square foot MRI mechanical equipment room, and an 88 square foot MRI tech/operator room.
The existing adjacent radiology department includes a separate exterior entrance, patient
bathroom, reception area for patient check in/out, patient waiting area, patient changing rooms,
and imaging modality rooms for x-ray, CT, mammography, ultrasound, and nuclear medicine.
The total radiology department including the proposed MRI is 4,300 SF.

The cost for the cosmetic finishing of the space for the project is projected by the contractor to
be $5,000. The cost for electrical service and lighting will have an estimated cost of 315,000.
The applicant will acquire some furniture and office equipment at an approximate cost of
$3,000. The new HVAC system and electrical service will cost $20,000. RF shielding enclosure
of the MRI room is expected to cost 830,220. The total cost per square foot is 8119 per square

foot.



B. Identify the number and type of beds increased, decreased, converted, relocated,
designated, and or redistributed by this application.
Not applicable

C. As the Applicant, describe your need to provide the following health care services (if
applicable to this application):

Adult Psychiatric Services

Alcohol and Drug Treatment for Adolescents (exceeding 28 days)
Birthing Center

Burn Units

Cardiac Catheterization Services

Child and Adolescent Psychiatric Services
Extracorporeal Lithotripsy

Home Health Services

Hospice Services

10. Residential Hospice

11. ICF/MR Services

12. Long-term Care Services

13. Magnetic Resonance Imaging (MRI)

14. Mental Health Residential Treatment

15. Neonatal Intensive Care Unit

16. Non-Residential Methadone Treatment Centers
17. Open Heart Surgery

18. Positron Emission Tomography

19. Radiation Therapy/Linear Accelerator

20. Rehabilitation Services

21. Swing Beds

SR Bl & 72 2= S 1S 5

Medical Care, PLLC proposes to initiate magnetic resonance imaging (MRI) services using a
GE Signa Excite 1.5 Tesla magnetic resonance imaging (“MRI”) scanner with short bore
magnet for patients of the medical practice.

Current MRI utilization

Historically, the physicians at Medical Care, PLLC directly order an average of 80 MRI studies
per/month (960 MRI studies annually) through the practice’s electronic medical record (EMR)
system. Additionally, the practice estimates that 24 MRI studies per month (288 MRI studies
annually) are directly ordered by the physicians at Medical Care, PLLC but are not captured by
the EMR system as they are hand written orders or telephone referrals to MRI providers.

Internal direct ordered MRI = 960 + 288 = 1248

Medical Care, PLLC also refers patients to neurology / neuroscience specialists for MRIs. If the
project is approved, these MRIs would be performed at the medical practice. One of these
providers, Northeast Tennessee Associate Neurology, estimates that it receives 50 patient
referrals from Medical Care, PLLC per month (600 MRI patients annually) who require MRI



studies. One other provider, East Tennessee Brain & Spine, estimates that it receives 15-20
patient referrals from Medical Care, PLLC per month (180-240 MRI patients annually --
average 210). Medical Care, PLLC estimates that it refers an additional 16 patients per month
(192 annually) to other neurologists for MRI studies.

neurology / neuroscience patient MRI = 600 + 210 + 192 = 1002 studies

In addition, Medical Care, PLLC refers between 75-100 patients per month (or 88 patients on
average) to orthopedic specialists. The practice estimates that 40% of these patients will require
an MRI for evaluation. Of these patients who require an MRI, the practice estimates that 20%
will require an additional MRI post treatment within a year. If this project is approved, Medical
Care, PLLC will perform these additional MRI studies on site at the medical practice.

Initial 88pts/mo x 12mo x 40% = 422 initial MRI
422 initial MRI x 20% = 84 repeat MRI
Total orthopedic referral MRI = 5006 studies

Total estimated MRI all sources (1,248 + 1,002 + 506) = 2,756

Future MRI utilization

Medical Care, PLLC has grown consistently over the past 15+ years and anticipates continued
annually growth of 5-10%. The MRI will grow consistently with the group and patient volumes.
Ist Year estimated MRI studies 2,756

2nd year estimated MRI studies (+5% growth) 2,894

3rd year estimated MRI studies (+5% growth) 3,038

4th year estimated MRI studies (+5% growth) 3,190

5th year estimated MRI studies (+5% growth) 3,350

Timely scheduling of MRI scans for the Applicant’s patients is an issue. The Applicant’s patients
experience many days’ waiting time for scheduled MRI service, particularly in Carter County
where 45.79% of its patients reside. Per current policy at Sycamore Shoals Hospital, the sole
existing MRI provider in Carter County, and other Mountain States Health Alliance owned
facilities, in order to “allow ample time for patients to secure financial clearance,” non-
emergent cases must be scheduled at least three (3) business days in advance of the scan. See
letter from Mountain States Health Alliance included as Attachment B.I. For non emergency
MRI studies, Medical Care, PLLC providers have seen their patients have to wait several weeks
to be scheduled locally or have to drive to a facility outside the county in order to have the MRI
scheduled sooner. Unfortunately, patients are confronted with the Mountain States Health
Alliance scheduling policy at most facilities in surrounding counties as well.

Mountain States Health Alliance (“MSHA”) owns Sycamore Shoals Hospital in Carter County
(the_sole MRI provider in Carter County), all MRI units available to outside patients in
Washington County (Johnson City Medical Center in Washington County, Franklin Woods
Community Hospital in Washington County and Mountain States Imaging at Med Tech Parkway
in Washington County), the sole MRI provider in Johnson County (Johnson County Community
Hospital — mobile unit operating only 2 days per month), and Indian Path Medical Center in




Sullivan County. MSHA is in the process of acquiring Unicoi County Memorial Hospital and
has already taken over operational management and financial responsibility at the sole MRI
provider in Unicoi County. No viable competitors exist in Carter, Johnson, Washington and
Unicoi Counties. 90.66% of the Applicant’s patients reside in these counties.

Mountain States Health Alliance recently implemented an up-front 50% payment requirement for
any nonemergency imaging procedure and has been unwilling to make payment options
available for the initial 50% prior to scheduling tests such as MRI. See letter from Mountain
States Health Alliance included as Attachment B.I. In 2011, the average charge per MRI scan in
Carter County was $3,776.74 (in 2010, it was $3,483.01).

The table below represents the average gross charge in 2011 of all MRI providers in the
Applicant’s service area. Note the substantial (92%) rate increase faced by patients at Mountain
States Health Alliance facilities compared to facilities not owned by Mountain States Health
Alliance.

County Facility Average Gross Charge in 2011
Carter ‘Sycamore Shoals Hospital* $3.776.74*
Johnson Johnson County Community Hospital* $3,629:35* &
Sullivan Appalachian Orthopaedic Associates — $1.164.61

Kingsport

Sullivan Appalachian Orthopaedic Associates, PC $1,064.63

Sullivan Bristol Regional Medical Center $2.332.97

Sullivan Holston Valley Imaging Center, LL.C $2,553.22

Sullivan Holston Valley Medical Center $2,125.44

Sullivan Indian Path Medical Center* $3,849.93*

Sullivan Meadowview Outpatient Diagnostic Center $1,701.49

Sullivan Sapling Grove Imaging, LLC (Wellmont) $2,598.00

Sullivan Sapling Grove Outpatient Diagnostic Center $1,671.94

Sullivan Volunteer Parkway Imaging Center $2,365.84

Unicoi Unicoi County Memorial Hospital $2,726.90

Washington Appalachlan Orthopaedic Associates — $1.063.86

Johnson City

Washington Eranklin Woods Community Hospital* $3.810.86*
Washington Johnson City Medical Center* $3,853.59%
Washington i'Mountam States Imagmg at Med Tech $3.7 18 ok
Parkway* b

Washington Watauga Orthopaedlcs PLC $1,410.16

AVERAGE GROSS CHARGE PER PROCEDURE — ALL
e $2,700.78
facilities
AVERAGE GROSS CHARGE PER PROCEDURE — owned by $3.773.12
Mountain States Health Alliance | = B
AVERAGE GROSS CHARGE PER PROCEDURE — NOT owned $1.959.99
by Mountain States Health Alliance o
% increase in average gross charge 92.51%
*and shading indicates ownership by Mountain States Health Allicance

The 50% up-front payment requirement imposed by Mountain States Health Alliance limits
access to MRI services not only for cash paying or uninsured patients, but patients with fixed
incomes or with high deductible health plans. Medical Care, PLLC has seen multiple patients
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choose to forego recommended diagnostic imaging due to the large up-front payment
requirement imposed by Mountain States Health Alliance.

Additionally, Mountain States Health Alliance has elected not to be in network with CIGNA
insurance company, a plan offered by several large employers in the area. Employees with
CIGNA insurance must travel outside the Mountain States Health Alliance service area to obtain
in-network diagnostic tests. Approximately 15% of the Medical Care, PLLC patients with
private insurance have Cigna.

Competitors of Mountain States Health Alliance exist in Sullivan County, but only 5.68% of the
Applicant’s patients reside in Sullivan County and all but one (1) of the MRI providers available
to the Applicant’s patients are operating at or above capacity -- Bristol Regional Medical
Center’s scanners each averaged 3223.5 scans in 2011; Holston Valley Medical Center’s
scanner averaged 3774 scans in 2011, Holston Valley Imaging Center saw 8362 scans (2787.3
per scanner) in 2011; Meadowview Outpatient Diagnostic Center experienced 4457 scans in
2011 (5258 in 2010) using 1 fixed scanner, Sapling Grove Outpatient Diagnostic Center saw
2587 scans in 2011. Volunteer Parkway Imaging Center, located in Bristol, Tennessee,
experienced 1327 scans in 2011, but, in order to access this scanner, patients of Medical Care,
PLLC would have to travel 21 miles (about a 35 minute drive) from Elizabethton. The only other
option would be to travel 21 miles to Erwin, Tennessee to Unicoi County Memorial Hospital
(whose MRI utilization in 2011 was 1630 in 2011) for a scan. Only 3.28% of the Applicant’s
patients reside in Unicoi County. Further, as mentioned above, MSHA is in the process of
acquiring Unicoi County Memorial Hospital and has already taken over operational
management and financial responsibility.

Making MRI scans available to patients who would otherwise forego the diagnostic procedure
and on a more timely basis to patients who would otherwise have to wait days or weeks to obtain
a scan improves patient outcomes in both surgical and non surgical cases thereby
complementing the medical services currently being provided by the physicians of Medical Care,
PLLC and other providers within the community. Offering MRI scans at the same site where
other diagnostic modalities are available to Medical Care, PLLC providers for their patients,
including x-ray, ultrasound, nuclear medicine, bone densitometry (DXA), mammography and
computed tomography (CT), allows for comprehensive coordinated results, control of patient
quality of care and service and direct control over cost.

Medical Care, PLLC is one of the four principle primary care physician groups in Qualuable
Medical Professionals, LLC, a Medicare Accountable Care Organization (ACO) which is a
participant in the Medicare shared savings program. Qualuable Medical Professionals has a
triple aim to reform healthcare, namely, to improve service, to improve quality, and to lower
costs. The ability to offer MRI services at a site adjacent to Medical Care, PLLC will further all
three of these goals by improving coordination of care and quality of outcomes at controlled
costs.
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Medical Care, PLLC is a NCQA® certified level 3 Patient Centered Medical Home®. In order to
obtain this level of certification, the practice achieved the highest level of coordinated proactive
patient centered care after being evaluated both onsite and offsite according to NCQA
standards, known throughout the healthcare industry as being the most rigorous in evaluating
quality of care. Medical Care, PLLC is working closely with several of its primary payers in a
partnership to improve patient care (quality) and also to reduce costs. Medical Care, PLLC has
increased quality measures significantly by improving patient access including diagnostic
testing. For example, traditionally primary care physician offices have a difficult time getting
diabetic patients to get an annual diabetic eye exam. There have been many barriers to getting
this important, yet underutilized diagnostic test. One barrier was the patient financial impact.
Many patients and local optometrists were unaware that the patient’s medical benefits would
pay for routine diabetic eye exams (different from glasses exam). Other barriers include
scheduling and convenience, and poor coordination with local optometrists and
ophthalmologists. Medical Care, PLLC has implemented a digital fundus camera and diagnostic
system into its offices and is now doing routine diabetic eye exam screening. This change in
process has significantly increased patient compliance and in the past year has found three
significant previously undetected problems and potentially saved the sight of three patients. This
is just one example of how better access along with improved processes and coordination of care
can significantly impact patient outcomes and long term cost. Similarly, MRI which is
convenient and cost effective can give the providers at Medical Care, PLLC the information they
need to treat patients in timely and accurate way. The increase in coordination with specialists
translates into reduced patient waiting (which is significant when the patient is suffering in pain,
both mental and physical) for proper treatment. Sooner interventions can also reduce severity of
illness or disease / injury process.

Medical Care, PLLC is also a participant in One Partner Health Information Exchange (HIE) a
program in which Mountain States Health Alliance currently does not participate. One Partner,
the local HIE, is designed to share medical information between physicians to improve care and
reduce duplication of services. One Partner has over 600 healthcare providers contracted to
share patient data. This coordination and collaboration is critical for the future of healthcare.
The Applicant will be sharing all patient data associated with imaging studies through One
Partner. This improved access to other primary care physicians and specialists is necessary for
the continued goal of improved care and decreased costs.

D. Describe the need to change location or replace existing facility. Not applicable.

E. Describe the acquisition of any item of major medical equipment (as defined by
agency rules and the statute) which exceeds cost of $1.5million; and/or is a magnetic

* National Committee for Quality Assurance (“NCQA”) is a private, 501(c)(3) not-for-profit organization which
manages voluntary accreditation programs for individual physicians, health plans, and medical groups. In
Tennessee, all plans contracting with TennCare (Medicaid) must be NCQA

Accredited.

4 Blue Cross Blue Shield (BCBS) of Tennessee is a formal sponsor of the NCQA Patient-Centered Medical Home
(“PCMH”) Recognition program. Level 3 designation by NCQA is the highest achievable recognition for a medical
group. NCQA’s Patient Centered Medical Home program recognizes physician practices that prioritize the
strengthening of the physician-patient relationship, coordinate care for patients across multiple settings, and engage
in a team approach to improving patient care.
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resonance imaging (MRI) scanner, positron emission tomography (PET) scanner,
extracorporeal lithotripter and/or linear accelerator by responding to the following:

1. For fixed- site major medical equipment (not replacing existing equipment):
a. Describe the new equipment, including:

1. Total cost (as defined by Agency Rule);

p Expected useful life;

3. List of clinical applications to be provided;
4. Documentation of FDA approval.

The Applicant proposes to initiate magnetic resonance imaging (MRI) services using
a reconditioned GE Signa Excite 1.5 Tesla MRI scanner with short bore magnet. A
proposal from Oxford Instruments Service, LLC for purchase of the equipment at a
cost of $426,984 [(MRI) $399,000+(Tax) 827,984]Jis attached as Attachment
BILE l.a.1. The expected useful life of the machine is 15 years. Since the machine
which the Applicant plans to purchase is 8 years old and has been reconditioned it is
expected it will have at least another 7+ years of operation. The GE 1.5 Tesla magnet
is currently factory upgradeable to equivalent new GE 1.5 Tesla magnets through
upgraded software and computers. A list of clinical applications to be provided is
included as Attachment B.ILE.1l.a.3. Documentation of FDA approval is included as
Attachment B.ILE.l.a.4.

b. Provide Current and proposed schedules of operations.

Hours of operation will be 7am until 7pm Monday thru Friday and Saturday 9am
until Spm. The Applicant also plans to be open on all holidays except New Years
Day, Memorial Day, Labor Day, 4" July, Thanksgiving Day and Christmas Day.

2. For mobile major medical equipment: Not applicable.

3. Indicate applicant’s legal interest in equipment (i.e., purchase, lease, etc.) In the
case of equipment purchase include a quote and/or proposal from an equipment
vendor, or in the case of an equipment lease provide a draft lease or contract
that at least includes the term of the lease and the anticipated lease payments.

The Applicant intends to purchase GE Signa Excite 1.5 Tesla MRI scanner with short
bore magnet for $399,000.00 from Oxford Instruments Service, LLC. The proposal is
included as Attachment BILE.1.a.1.

III. (A) Attach a copy of the plot plan of the site on an 8 4” x 11” sheet of white paper
which must include:
1. Size of site (in acres);
2. Location of structure on the site; and
3. Location of the proposed construction.
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4. Names of streets, roads or highways that cross or border the site.

A copy of the plot plan of the site is included as Attachment B.1IL (4).

(B) 1.Describe the relationship of the site to public transportation routes, if any, and to
any highway or major road developments in the area. Describe the accessibility of the
proposed site to patients/clients.

The proposed site of the MRI is 1500 West Elk Avenue, a 4 lane highway also known as Hwy
67 and Hwy 321 that is readily accessible to patients in or traveling to the Elizabethton area.
It will be housed within the existing medical practice of Medical Care, PLLC, accessed
historically by an average 1,155 patients per month (13,862 annually). West Elk Avenue is
the busiest road in Carter County. The building at which the imaging services will be offered
has 2 curb cuts directly onto Elk Avenue, along with frontage road from Williams Avenue,
where TDOT is currently installing a new traffic light to facilitate better traffic flow. This
intersection is also the entrance for Sycamore Shoals Hospital. The Applicant also has rear
access to Valley Street and connects to the adjacent shopping center and Hudson Drive.

From Johnson City / Washington County, patients can travel on Hwy 67 (6-7miles) and see
the office on the right. From Unicoi County, patients can travel Hwy 26 north to exit 24
right onto Hwy 67and then find the office on right. From Bristol / Sullivan County, patients
can travel 19E south toward Elizabethton, turn right on Hwy 67, and see the office on the
left. From Kingsport / Sullivan County, patients can travel Hwy 26 South to exit 24, turn left
on Hwy 67, and find the office on the right.

Elizabethton does not have a public transportation system. Medical Care, PLLC does have
regular patient access by TennCare vans & occasional school buses for team sports
physicals.

IV. Attach a floor plan drawing for the facility which includes legible labeling of patient
care rooms (noting private or semi-private), ancillary areas, equipment areas, etc. on an
8 1/2” x 11” sheet of white paper.

Please see Attachment B.1V.

V. For a Home Health Agency or Hospice, identify: Not applicable.
SECTION C: GENERAL CRITERIA FOR CERTIFICATE OF NEED
NEED

1. Describe the relationship of this proposal toward the implementation of the State
Health Plan and Tennessee’s Health: Guidelines for Growth.

Please discuss how the proposed project will relate to the 5 Principals for Achieving Better
Health found in the State Health Plan." Please type out each principal and provide a
separate response to each one.
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1 The Purpose of the State Health Plan is to improve the Health of Tennesseans.

The availability of an alternative MRI provider in Carter County will increase patient
access to important diagnostic equipment not readily available to all Carter County and
surrounding area patients. Better access and coordinated patient care will improve patient
health outcomes. Patients diagnosed sooner can receive faster treatment resulting in better
outcomes at lower overall costs.

In Carter County, Tennessee, where the Applicant’s proposed MRI will be located, there is
currently only one (1) provider offering MRI services, namely, Sycamore Shoals Hospital.
According to the 2012 individual facility Joint Annual Report submitted by Sycamore Shoals
Hospital, which reflects a reporting period of July 1, 2011 through June 30, 2012, the
hospital performed a total of 2,011 MRI scans (142 inpatient plus 1869 outpatient scans).
However, according to the 2011 summary Joint Annual Report of Hospitals, only 35.7% of
Carter County residents obtained care in Carter county (i.e., at Sycamore Shoals Hospital).
59.5%, the vast majority of Carter County residents, sought care in neighboring
Washington County. Mountain States Health Alliance opened Franklin Woods Community
Hospital in Washington County in 2010. That same year, Franklin Woods Community
Hospital initiated MRI services using a wide-bore 3T scanner. In 2011, MRI utilization at
Franklin Woods Community Hospital increased at a rate of 116.88% from 1635 (in 2010) to
3546, according to the trends noted in the provider medical equipment report/registry
maintained by the HSDA dated 10/3/2012. Notably, utilization at Sycamore Shoals Hospital
decreased from 2526 in 2008 to 1958 in 2011 reflecting a percentage rate of decrease of
22.5 %. Although the price tag is substantially higher to purchase a 3T (at Franklin Woods
Community Hospital) compared to a 1.5T (in use at Sycamore Shoals Hospital, the federal
reimbursement does not change (though the gross charge per scan at Franklin Woods of
$3527 per scan in 2010 and $3811 per scan in 2011 is substantially higher than the average
gross charge per scan of 81,959.99 by other area providers not owned by Mountain States
Health Alliance. Accordingly, owners of a 3T MRI have an incentive fto increase
utilization for the newly purchased 3T MRI and decrease utilization for a 1.5 MRI
purchased, particularly if the owner can increase its gross charges for a 1.5T scan at a rate
0f41.25% from 32,674 in 2009 to $3,777 in 2011, as at Sycamore Shoals Hospital.

Mountain States Health Alliance owns all MRI units available to outside patients in
Washington County (Johnson City Medical Center in Washington County, Franklin Woods
Community Hospital in Washington County and Mountain States Imaging at Med Tech
Parkway in Washington County), is the sole MRI provider in Johnson County (Johnson
County Community Hospital — mobile unit operating only 2 days per month), and owns
Indian Path Medical Center in Sullivan County. MSHA is in the process of acquiring
Unicoi County Memorial Hospital and has already taken over operational management and
financial responsibility at the sole MRI provider in Unicoi County. No viable competitors
exist in Carter, Johnson, Washington and Unicoi Counties. 90.66% of the Applicant’s
patients reside in these counties.
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Competitors of Mountain States Health Alliance exist in Sullivan County, but only 5.68% of
the Applicant’s patients reside in Sullivan County and all but one (1) of the MRI providers
available to the Applicant’s patients are operating at or above capacity -- Bristol Regional
Medical Center’s scanners each averaged 3223.5 scans in 2011; Holston Valley Medical
Center’s scanner averaged 3774 scans in 2011; Holston Valley Imaging Center saw 8362
scans (2787.3 per scanner) in 2011, Meadowview Outpatient Diagnostic Center
experienced 4457 scans in 2011 (5258 in 2010) using 1 fixed scanner; Sapling Grove
Outpatient Diagnostic Center saw 2587 scans in 2011. Volunteer Parkway Imaging Center,
located in Bristol, Tennessee, experienced 1327 scans in 2011, but, in order to access this
scanner, patients of Medical Care, PLLC would have to travel 21 miles (about a 35 minute
drive) from Elizabethton. The only other option would be to travel 21 miles to Erwin,
Tennessee to Unicoi County Memorial Hospital (whose MRI utilization in 2011 was 1630 in
2011) for a scan. Only 3.28% of the Applicant’s patients reside in Unicoi County. Further,
as mentioned above, MSHA is in the process of acquiring Unicoi County Memorial Hospital
and has already taken over operational management and financial responsibility.

The market dominance of Mountain States Health Alliance in the Applicant’s service area
has generated an access issue for patients of Medical Care, PLLC. Mountain States Health
Alliance recently implemented an up-front 50% payment requirement for any nonemergency
imaging procedure and has been unwilling to make payment options available for the initial
50% prior to scheduling tests such as MRI. In 2011, the average charge per MRI scan in
Carter County was 83,776.74 (in 2010, it was §3,483.01).

The 50% up-front payment requirement imposed by Mountain States Health Alliance limits

access to MRI services not only for cash paying or uninsured patients, but patients with
fixed incomes or with high deductible health plans. Medical Care, PLLC has seen multiple
patients choose to forego recommended diagnostic imaging due to the large up-front
payment requirement at Mountain States Health Alliance facilities. The Applicant works
with its patients to accommodate their financial situations and offers affordable payment
plan options for services that might otherwise be unaffordable in a single payment. In
addition to offering MRI services at a rate significantly less than the existing provider in
Carter County (ranging between $1200 and $2400), Medical Care, PLLC will further
reduce the rate by as much as 50% for cash paying or uninsured patients.

The table below represents the average gross charge in 2011 of all MRI providers in the
Applicant’s service area. Note the substantial (92%) rate increase faced by patients at
Mountain States Health Alliance facilities compared to facilities not owned by Mountain
States Health Alliance.

County Facility Average Gross Charge in 2011
Carter Sycamore Shoals Hospital* " PBacTaE
Johnson Johnson County Community Hospital* $3,629:35%
Sullivan Appalachlan Orthopaedic Associates — $1,164.61

Kingsport
Sullivan Appalachian Orthopaedic Associates, PC $1,064.63
Sullivan Bristol Regional Medical Center $2,332.97
Sullivan Holston Valley Imaging Center, LLC $2,553.22
Sullivan Holston Valley Medical Center $2,125.44
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Sullivan Indian Path Medical Center* $3,849.93*

Sullivan Meadowview Outpatient Diagnostic Center $1,701.49

Sullivan Sapling Grove Imaging, LLC (Wellmont) $2,598.00

Sullivan Sapling Grove Outpatient Diagnostic Center $1,671.94

Sullivan Volunteer Parkway Imaging Center $2,365.84

Unicoi Unicoi County Memorial Hospital $2,726.90

Washington Appalachla.m Orthopaedic Associates — $1,063.86

Johnson City

Washington Franklin Woods Community Hospital* $3,810.86*

Washington Johnson City Medical Center* $3,853.59*
Washington -Mpuntain-States'lmaging at Med Tech $3.718.22%

Parkway* o lis - v
Washington Watauga Orthopaedics, PLC $1,410.16
AVERAGE GROSS CHARGE PER PROCEDURE - ALL
o $2,700.78
facilities
AVERAGE GROSS CHARGE PER PROCEDURE — owned by $3.773.12
Mountain States Health Alliance AT
AVERAGE GROSS CHARGE PER PROCEDURE — NOT owned $1.959.99
by Mountain States Health Alliance T
% increase in average gross charge 92.51%
*and shading indicates ownership by Mountain States Health Allicance

Additionally, Mountain States Health Alliance has elected not to be in network with CIGNA
insurance company, a plan offered by several large employers in the area. Employees with
CIGNA insurance must travel outside the Mountain States Health Alliance service area to
obtain in-network diagnostic tests. Approximately 15% of the Medical Care, PLLC patients
with private insurance have Cigna.

Timely scheduling of MRIs for patients at Medical Care, PLLC is also an issue with
Mountain States Health Alliance. Per current policy at Sycamore Shoals Hospital, in order
to “allow ample time for [its] patients to secure financial clearance,” non-emergent cases
must be scheduled at least three (3) business days in advance of the scan. For non
emergency MRI studies, Medical Care, PLLC providers have seen their patients have to
wait several weeks to be scheduled locally or have to drive to a facility outside the county in
order to have the MRI scheduled sooner.

2 Every Citizen should have reasonable access to healthcare.

The availability of an alternative MRI provider in Carter County will improve patient
access to important diagnostic testing. According to the 2011 summary Joint Annual Report
of Hospitals, only 35.7% of Carter County residents obtained care in Carter county (i.e., at
Sycamore Shoals Hospital). 59.5%, the vast majority of Carter County residents, sought
care in neighboring Washington County. The Carter County Rescue Squad (local
ambulance service) routinely transports patients from Carter County to surrounding
hospitals for MRI diagnostic scans.  This is both inconvenient and an inefficient use of
limited healthcare dollars. Access to more convenient, local diagnostic testing is
significantly impeded by the lack of alternative imaging providers in the area who, unlike
the sole existing provider, do not impose large up-front prepayment requirements,
mandatory waiting periods for scheduling of non-emergent scans and offer in-network care.
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If approved, Medical Care, PLLC will accept all patients and forms of insurance including
TennCare, Medicare, private insurance, cash, and workers comp and will work with
patients to accommodate their financial situations and offer affordable payment plan
options for services that might otherwise be unaffordable in a single payment. In addition
to offering MRI services at a rate significantly less than the existing provider (ranging
between 31200 and $2400), the Applicant will further reduce the rate by as much as 50%
for cash paying or uninsured patients.

3 The state's health care resources should be developed to address the needs of
Tennesseans while encouraging competitive markets, economic efficiencies, and the
continued development of the state's health care system;

The current outpatient MRI market in the Applicant’s service area is strongly dominated by
Mountain States Health Alliance. No viable competitors exist in Carter, Unicoi, Johnson,
and Washington Counties. This lack of competition has reduced access, increased the cost
and not encouraged efficiencies. As an alternative MRI provider, Medical Care, PLLC
would serve as much needed competition in the market, which will increase efficiencies and
decrease costs while also increasing patient access to quality healthcare.

Medical Care, PLLC is a participant in One Partner Health Information Exchange (HIE) a
program in which Mountain States Health Alliance currently does not participate. One
Partner, the local HIE, is designed to share medical information between physicians to
improve care and reduce duplication of services. One Partner has over 600 healthcare
providers contracted to share patient data. This coordination and collaboration is critical
for the future of healthcare. The Applicant will be sharing all patient data associated with
imaging studies through One Partner. This improved access to other primary care
physicians and specialists is necessary for the continued goal of improved care and
decreased costs. MRI which is convenient and cost effective can give the providers at
Medical Care, PLLC and in the area the information they need to treat patients in a timely
and accurate way. The increase in coordination with specialists translates into reduced
patient waiting (which is significant when the patient is suffering in pain, both mental and
physical) for proper treatment. Sooner interventions can also reduce severity of illness or
disease / injury process.

Medical Care, PLLC is also a primary principal in Qualuable, a Medicare approve shared
saving plan Accountable Care Organization (ACO). The ACO is funded only by the savings
and efficiencies it produces to Medicare patients. The associated financial risk requires the
practice to be able to improve care and drive overall healthcare costs down. MRI services
at a site adjacent to Medical Care, PLLC and owned and operated by its principals will
improve coordination of care and quality of outcomes at controlled costs.

4 Every citizen should have confidence that the quality of health care is continually
monitored and standards are adhered to by health care providers; and
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Medical Care, PLLC is a NCQA’ certified level 3 Patient Centered Medical HomeS. In
order to obtain this level of certification, the practice achieved the highest level of
coordinated proactive patient centered care after being evaluated both onsite and offsite
according to NCQA standards, known throughout the healthcare industry as being the most
rigorous in evaluating quality of care.

Medical Care, PLLC is currently accredited by the American College of Radiology (ACR)
for existing imaging modalities of CT and nuclear medicine. Medical Care, PLLC will
begin the process to become accredited by ACR immediately following installation of the
MRI equipment and training. This ACR accreditation should be completed within the first
year of operation and will further signify, inter alia, that the practice is staffed by qualified
personnel, has a quality control program and MRI safety policies in place, and that its MRI
equipment specifications and performance meet all state and federal requirements.

5 The state should support the development, recruitment, and retention of a sufficient
and quality health care workforce.

If this project is approved, Medical Care, PLLC intends to work with National Diagnostic
Imaging (NDI) for its MRI interpretations. NDI radiologists are board certified, fellowship
trained and licensed in Tennessee. Several have subspecialty in MRI and specifically in
neuroradiology. The radiologists meet continuing medical education requirements and
maintain current Tennessee licenses.

In addition, Medical Care, PLLC intends to hire 2 radiological technologists with MRI
certification.

a. Please provide a response to each criterion and standard in Certificate of Need Categories
that are applicable to the proposed project. Do not provide responses to General Criteria
and Standards (pages 6-9) here.

MAGNETIC RESONANCE IMAGING (MRI)

Standards and Criteria

1. Utilization Standards for non-Specialty MRI Units.

a. An applicant proposing a new non-Specialty stationary MRI service should project
a minimum of at least 2160 MRI procedures in the first year of service, building to a

* National Committee for Quality Assurance (“NCQA”) is a private, 501(c)(3) not-for-profit organization which
manages voluntary accreditation programs for individual physicians, health plans, and medical groups. In
Tennessee, all plans contracting with TennCare (Medicaid) must be NCQA

Accredited.

¢ Blue Cross Blue Shield (BCBS) of Tennessee is a formal sponsor of the NCQA Patient-Centered Medical Home
(“PCMH”) Recognition program. Level 3 designation by NCQA is the highest achievable recognition for a medical
group. NCQA's Patient Centered Medical Home program recognizes physician practices that prioritize the
strengthening of the physician-patient relationship, coordinate care for patients across multiple settings, and engage
in a team approach to improving patient care.
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minimum of 2520 procedures per year by the second year of service, and building to
a minimum of 2880 procedures per year by the third year of service and for every
year thereafter.

Current MRI utilization

Historically, the physicians at Medical Care, PLLC directly order an average of 80 MRI studies
per/month (960 MRI studies annually) through the practice’s electronic medical record (EMR)
system. Additionally, the practice estimates that 24 MRI studies per month (288 MRI studies
annually) are directly ordered by the physicians at Medical Care, PLLC but are not captured by
the EMR system as they are hand written orders or telephone referrals to MRI providers.

Internal direct ordered MRI = 960 + 288 = 1248

Medical Care, PLLC also refers patients to neurology / neuroscience specialists for MRIs. If the
project is approved, these MRIs would be performed at the medical practice. One of these
providers, Northeast Tennessee Associate Neurology, estimates that it receives 50 patient
referrals from Medical Care, PLLC per month (600 MRI patients annually) who require MRI
studies. One other provider, East Tennessee Brain & Spine, estimates that it receives 15-20
patient referrals from Medical Care, PLLC per month (180-240 MRI patients annually --
average 210). Medical Care, PLLC estimates that it refers an additional 16 patients per month
(192 annually) to other neurologists for MRI studies.

neurology / neuroscience patient MRI = 600 + 210 + 192 = 1002 studies

In addition, Medical Care, PLLC refers between 75-100 patients per month (or 88 patients on
average) to orthopedic specialists. The practice estimates that 40% of these patients will require
an MRI for evaluation. Of these patients who require an MRI, the practice estimates that 20%
will require an additional MRI post treatment within a year. If this project is approved, Medical
Care, PLLC perform these additional MRI studies at the medical practice.

Initial 88pts/mo x 12mo x 40% = 422 initial MRI
422 initial MRI x 20% = 84 repeat MRI
Total orthopedic referral MRI = 506 studies

Total estimated MRI all sources (1,248 + 1,002 + 506) = 2,756

Future MRI utilization

Medical Care, PLLC has grown consistently over the past 15+ years and anticipates continued
annually growth of 5-10%. The MRI will grow consistently with the group and patient volumes.
1st Year estimated MRI studies 2,756

2nd year estimated MRI studies (+5% growth) 2,894

3rd year estimated MRI studies (+5% growth) 3,038

4th year estimated MRI studies (+5% growth) 3,190

5th year estimated MRI studies (+5% growth) 3,350
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b. Providers proposing a new non-Specialty mobile MRI service should project a
minimum of at least 360 mobile MRI procedures in the first year of service per day
of operation per week, building to an annual minimum of 420 procedures per day of
operation per week by the second year of service, and building to a minimum of 480
procedures per day of operation per week by the third year of service and for every
year thereafter.

Not applicable.

c. An exception to the standard number of procedures may occur as new or improved
technology and equipment or new diagnostic applications for MRI units are
developed. An applicant must demonstrate that the proposed unit offers a unique
and necessary technology for the provision of health care services in the Service
Area.

Not applicable.

d. Mobile MRI units shall not be subject to the need standard in paragraph 1 b if
fewer than 150 days of service per year are provided at a given location. However,
the applicant must demonstrate that existing services in the applicant's Service Area
are not adequate and/or that there are special circumstances that require these
additional services.

Not applicable.

e. Hybrid MRI Units. The HSDA may evaluate a CON application for an MRI
"hybrid" Unit (an MRI Unit that is combined/utilized with medical equipment such
as a megavoltage radiation therapy unit or a positron emission tomography unit)
based on the primary purposes of the Unit.

Not applicable.

2. Access to MRI Units. All applicants for any proposed new MRI Unit should document
that the proposed location is accessible to approximately 75% of the Service Area's
population. Applications that include non-Tennessee counties in their proposed Service
Areas should provide evidence of the number of existing MRI units that service the non-
Tennessee counties and the impact on MRI unit utilization in the non-Tennessee counties,
including the specific location of those units located in the non-Tennessee counties, their
utilization rates, and their capacity (if that data are available).

As indicated above, the Applicant’s proposed MRI scanner will be located in the same building
where the Elizabethton office of Medical Care, PLLC is located. In 2011, Medical Care, PLLC
saw a total of 23,483 patients. 10,754 (45.79%) of the patients resided in Carter County. 8,856
(37.71%) of the patients resided in Washington County. 1,333 (5.68%) of the patients resided in
Sullivan County. 911 (3.88%) of the patients resided in Johnson County. 771 (3.28%) of the
patients resided in Unicoi County. 858 (3.65%) of the patients resided outside the proposed
service areaq.
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At Medical Care, PLLC, the county of origin for patients for the years 2009 through 2011 was as
Sfollows:

County Year

2009 2010 2011
Carter 9,557 8,857 9,326
Washington 3,028 2,776 2,264
Sullivan 567 522 514
Johnson 556 536 617
Unicoi 323 304 290
Other 455 393 341
TOTAL 14,486 13,388 13,712

Given the experience of Medical Care, PLLC at the Elizabethton office, the proposed location of the
MRI unit will prove accessible to at least 75% of the service area’s population.

3. Economic Efficiencies. All applicants for any proposed new MRI Unit should document
that alternate shared services and lower cost technology applications have been
investigated and found less advantageous in terms of accessibility, availability, continuity,
cost, and quality of care.

In Carter County, Tennessee, where the proposed MRI will be located, there is currently only
one (1) provider offering MRI services, namely, Sycamore Shoals Hospital. This facility has not
been willing to partner in radiology services in the past. Further, the Applicant anticipates that
continued reliance on this facility for referral of patients of Medical Care, PLLC for imaging
presents patient access issues as described elsewhere in this application given the 50% up-front
payment requirement, substantial charges for MRI scans at the facility, and out-of-network
status for patients with CIGNA insurance. Scheduling delays and inconvenient appointment
options would also remain an issue for Medical Care, PLLC patients. Physical separation from
other radiology services offered on site by Medical Care, PLLC would continue to prove
inconvenient for patients of Medical Care, PLLC if they were to be referred to off site imaging
providers.

The Applicant considered the possibility of establishing a mobile MRI service. However,
patients would be exposed to the elements (rain & snow etc.) in order to access the mobile unit
and would encounter less desirable handicap access (wheelchair lift versus ground level).
Additionally, the confined space in a trailer would exacerbate anxiety issues already faced by
claustrophobic patients requiring an MRI. The Applicant found that initial cost evaluations
associated with the purchase of a fixed magnet would not be avoided with the purchase of a
mobile unit as there would be significant build-out costs for modifications to parking, to provide
weight support for the trailer, and ensure adequate and appropriate electrical supply. The
proposed location would also have limited physical space for parking a mobile trailer close to
the current radiology area.
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The Applicant believes that its purchase of the reconditioned GE Signa 1.5 Tesla from Oxford
Instruments Service, LLC for $399,000.00 (excluding tax) presents the most advantages in terms
of cost savings, increased efficiencies and exposure to financial risk. GE was selected because
of the large market dominance in the MRI equipment market. There are many resources for
parts and service and GE has a long and stable medical equipment history. The cost of a new
comparable 1.5 Tesla MRI is $1.4 million plus options. GE priced a refurbished 1.5 Tesla MRI
for 8500,000. The cost for the MRI from Oxford Instruments Service, LLC is $1 million less than
purchase of a new unit and 20% less than purchasing a refurbished unit through GE. The
ongoing maintenance cost for the refurbished MRI is also less than maintenance for a new MRI.

4. Need Standard for non-Specialty MRI Units.

A need likely exists for one additional non-Specialty MRI unit in a Service Area when the
combined average utilization of existing MRI service providers is at or above 80% of the
total capacity of 3600 procedures, or 2880 procedures, during the most recent
twelvemonth period reflected in the provider medical equipment report maintained by
the HSDA. The total capacity per MRI unit is based upon the following formula:

Stationary MRI Units: 1.20 procedures per hour x twelve hours per day x S days per
week x 50 weeks per year = 3,600 procedures per year

Mobile MRI Units: Twelve (12) procedures per day x days per week in operation x
50 weeks per year. For each day of operation per week, the optimal efficiency is 480
procedures per year, or 80 percent of the total capacity of 600 procedures per year.

The proposed service area is comprised of Carter, Johnson, Unicoi, Sullivan and
Washington counties in Tennessee. With the exception of Sullivan County, all of the
counties comprising the Applicant’s service area -- Carter, Johnson, Unicoi and
Washington -- are designated as medically underserved areas (“MUA”) by the United
States Health Resources and Services Administration. In Johnson, Carter and Unicoi
counties, the entire county is designated as a MUA. Carter County and Unicoi County
each have only one (1) MRI provider. Johnson County has only one (1) MRI provider,
namely, Johnson County Community Hospital, but the MRI unit is mobile (as opposed to
fixed) and operates only two (2) days per month.

The combined average utilization of existing MRI providers in all of the counties
comprising the service area in 2011 was 1,821. Excluding Johnson County, which only
offers mobile MRI service two (2) days per month, the combined average utilization in
the proposed service area in 2011 was 2208. Excluding additionally private physician
offices and specialty MRIs (i.e., standup or extremity only), the combined average
utilization in the proposed service area in 2011 was 2,451. Essentially, the existing
providers in the proposed service area were near 80% of the total capacity of 3600
procedures, or 2880 procedures, during the most recent twelve month period reflected in
the provider medical equipment report maintained by the HSDA. (see table below).
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Number of

Total Procedures

e MRI
Caunyy el el A Scanners and 2009 2010 2011
Type
Washington Franklin Woods Community 1 Fixed
Hospital (HOSP) 0 1635 s
Washington Johnson City Medical Center 2 Fixed 5186 6596 7247
(avg. 2593 (avg. 3298 | (avg.3623.5
(HOSP)
per scanner) | per scanner) | per scanner)
Washington Mountain States Imaging at Med | 1 Fixed
Tech Parkway (ODC) 2= §Ig0 .
Washington gg;luga Orthopaedics, PLC 1 Fixed 3084 2927 2748
Washington Appalachian Orthopaedic 1 Fixed
Associates - Johnson City (PO) e el g
Combined average utilization of existing MRI providers in Washington County in 2011 2,804
Combined average utilization in Washington County excluding PO in 201 | 3256
Sullivan Appalachian Orthopaedic 1 Fixed
Associates — Kingsport (PO) bk i e
Sullivan Appalachian Orthopaedic 1 Fixed
Associates, PC (PO) 400 260 288
Sullivan . . . 2 Fixed 5904 6168 6447
Bristol Regional Medical Center (avg. 2952 (avg. 3084 | (avg 3223.5
(HOSP)
per scanner) | per scanner) | per scanner)
Sullivan Holston Valley Imaging Center, | 3 Fixed 9367 8025 8362
LLC (avg. 3122.3 | (avg. 2675 | (avg. 2787.3
(ODC) per scanner) | per scanner) | per scanner)
Sullivan Holston Valley Medical Center 1 Fixed
(HOSP) 4026 3624 3774
Sullivan Indian Path Medical Center 1 Fixed 2697 2700 2651
Sullivan Meadoleew Outpatient 1 Fixed 4440 5758 4457
Diagnostic Center
Sullivan Wellmont Sapling Grove 1 Fixed
Imaging, LL.C (Stand up MRI) 656 536 349
(HImaging)
Sullivan Sapling Grove Outpatient 1 Fixed
Diagnostic Center (ODC) = . 2
Sullivan Volunteer Parkway Imaging 1 Fixed
Center (HODC) 1279 1193 1327
Combined average utilization of existing MRI providers in Sullivan County in 2011 2439
Combined average utilization in Sullivan County excluding standup and PO in 2011 2961
Unicoi Unicoi County Memorial 1 Fixed 967 959 1630
Hospital, Inc. (HOSP)
Combined average utilization of existing MRI providers in Unicoi County in 2011 1630
Johnson Johnson County Community =
Hospital (HOSP) (2 = = e
P days/month)
Combined average utilization of existing MRI providers in Johnson County in 2011 274
Carter Sycamore Shoals Hospital 1 Fixed
(HOSP) 2276 2026 1958
Combined average utilization of existing MRI providers in Carter County in 2011 1958
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5. Need Standards for Specialty MRI Units.
a. Dedicated fixed or mobile Breast MRI Unit. An applicant proposing to acquire a
dedicated fixed or mobile breast MRI unit shall not receive a CON to use the MRI unit for
non-dedicated purposes and shall demonstrate that annual utilization of the proposed MRI
unit in the third year of operation is projected to be at least 1,600 MRI procedures (.80 times
the total capacity of 1 procedure per hour times 40 hours per week times 50 weeks per year),
and that:

1. It has an existing and ongoing working relationship with a breast-imaging
radiologist or radiology proactive group that has experience interpreting breast images
provided by mammography, ultrasound, and MRI unit equipment, and that is trained
to interpret images produced by an MRI unit configured exclusively for
mammographic studies; Not applicable

2. Its existing mammography equipment, breast ultrasound equipment, and the
proposed dedicated breast MRI unit are in compliance with the federal Mammography
Quality Standards Act; Not applicable

3. It is part of or has a formal affiliation with an existing healthcare system that
provides comprehensive cancer care, including radiation oncology, medical oncology,
surgical oncology and an established breast cancer treatment program that is based in
the proposed service area. Not applicable

4. It has an existing relationship with an established collaborative team for the
treatment of breast cancer that includes radiologists, pathologists, radiation oncologists,
hematologist/oncologists, surgeons, obstetricians/gynecologists, and primary care
providers. Not applicable

b. Dedicated fixed or mobile Extremity MRI Unit. An applicant proposing to institute a
Dedicated fixed or mobile Extremity MRI Unit shall provide documentation of the total
capacity of the proposed MRI Unit based on the number of days of operation each week, the
number of days to be operated each year, the number of hours to be operated each day, and
the average number of the unit is capable of performing each hour. The applicant shall then
demonstrate that annual utilization of the proposed MRI Unit in the third year of operation
is reasonably projected to be at least 80 per cent of the total capacity. Non-specialty MRI
procedures shall not be performed on a Dedicated fixed or mobile Extremity MRI Unit and a
CON granted for this use should so state on its face.

Not applicable

c. Dedicated fixed or mobile Multi-position MRI Unit. An applicant proposing to institute
a Dedicated fixed or mobile Multi-position MRI Unit shall provide documentation of the total
capacity of the proposed MRI Unit based on the number of days of operation each week, the
number of days to be operated each year, the number of hours to be operated each day, and
the average number of MRI procedures the unit is capable of performing each hour. The
applicant shall then demonstrate that annual utilization of the proposed MRI Unit in the
third year of operation is reasonably projected to be at least 80 per cent of the total capacity.
Non-specialty MRI procedures shall not be performed on a Dedicated fixed or mobile Multi-
position MRI Unit and a CON granted for this use should so state on its face. Not applicable
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6. Separate Inventories for Specialty MRI Units and non-Specialty MRI Units. If data
availability permits, Breast, Extremity, and Multi-position MRI Units shall not be counted in
the inventory of non-Specialty fixed or mobile MRI Units, and an inventory for each category
of Specialty MRI Unit shall be counted and maintained separately. None of the Specialty MRI
Units may be replaced with non-Specialty MRI fixed or mobile MRI Units and a Certificate of
Need granted for any of these Specialty MRI Units shall have included on its face a statement
to that effect. A non-Specialty fixed or mobile MRI Unit for which a CON is granted for
Specialty MRI Unit purpose use-only shall be counted in the specific Specialty MRI Unit
inventory and shall also have stated on the face of its Certificate of Need that it may not be used
for non-Specialty MRI purposes. Noted

7. Patient Safety and Quality of Care. The applicant shall provide evidence that any proposed
MRI Unit is safe and effective for its proposed use.

a. The United States Food and Drug Administration (FDA) must certify the proposed
MRI Unit for clinical use.

See Attachment B.ILE.1.a.4. The proposed MRI Unit has been approved for use by the FDA.

b.  The applicant should demonstrate that the proposed MRI Procedures will be offered in
a physical environment that conforms to applicable federal standards, manufacturer's
specifications, and licensing agencies' requirements.

Appropriate location of the magnet, installation of proper safety mechanisms, and
documentation, training and implementation of all appropriate safety policies and procedures
applicable in federal standards, manufacturer’s specifications and licensing agencies will be
established and enforced.

¢. The applicant should demonstrate how emergencies within the MRI Unit facility will
be managed in conformity with accepted medical practice.

The Applicant will adhere to the ACR Guidance Document for Safe MR Practices published by
the American College of Radiology included in Attachment C.1.a MRI Standards and Criteria
7.c. A physician will be on premises and technician(s) appropriately trained in emergency
response procedures will be present when patients are being scanned. A crash cart stocked
with appropriate equipment and medications will be maintained at all times.

d. The applicant should establish protocols that assure that all MRI Procedures
performed are medically necessary and will not unnecessarily duplicate other services.

The Applicant will adhere to the ACR Practice Guideline For Performing And Interpreting
Magnetic Resonance Imaging (MRI) included in Attachment C.1.a.MRI Standards and Criteria
7.d.

e. An applicant proposing to acquire any MRI Unit or institute any MRI service,
including Dedicated Breast and Extremity MRI Units, shall demonstrate that it meets or
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is prepared to meet the staffing recommendations and requirements set forth by the
American College of Radiology, including staff education and training programs.

The Applicant is prepared to meet the staffing recommendations and requirements set forth by
the American College of Radiology, including staff education and training programs.

f.  All applicants shall commit to obtain accreditation from the Joint Commission, the
American College of Radiology, or a comparable accreditation authority for MRI within
two years following operation of the proposed MRI Unit.

Medical Care, PLLC will begin the process to become ACR accredited immediately following
installation of the MRI equipment and training of staff. This ACR accreditation should be
completed within the first year of operation.

g.  All applicants should seek and document emergency transfer agreements with local
area hospitals, as appropriate. An applicant's arrangements with its physician medical
director must specify that said physician be an active member of the subject transfer
agreement hospital medical staff.

Medical Care, PLLC will use IPC, a local hospitalist group, for any necessary hospital
admissions. IPC maintains privileges and access to all area hospitals in the Mountain States
Health Alliance (MSHA) facilities as well as Wellmont facilities and will cover the Applicant’s
patients as needed. Please see the letter from IPC included as Attachment C.l.a. MRI
Standards and Criteria 7.g.

h. The applicant must provide supervision and interpretation by a board certified
radiologist or physician demonstrating experience and training in the relevant imaging
procedure, with certification by the appropriate regulatory body

Medical Care, PLLC will use National Diagnostic Imaging (NDI) for its MRI interpretations.
NDI radiologists are board certified, fellowship trained and licensed in Tennessee. Several
have subspecialty in MRI and specifically in neuroradiology. The radiologists meet continuing
medical education requirements and maintain current Tennessee licenses.

8. The applicant should provide assurances that it will submit data in a timely fashion as
requested by the HSDA to maintain the HSDA Equipment Registry.

If approved, Medical Care , PLLC will submit all data in a timely fashion as requested by the
HSDA to maintain the HSDA Equipment Registry.

9. In light of Rule 0720-11.01, which lists the factors concerning need on which an
application may be evaluated, and Principle No.2 in the State Health Plan, "Every citizen
should have reasonable access to health care,” the HSDA may decide to give special
consideration to an applicant:
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a. Who is offering the service in a medically underserved area as designated by the
United States Health Resources and Services Administration?

With the exception of Sullivan County, all of the counties comprising the Applicant’s
service area -- Carter, Johnson, Unicoi and Washington -- are designated as
medically underserved areas (“MUA”) by the United States Health Resources and
Services Administration. In Johnson, Carter and Unicoi counties, the entire county is
designated as a MUA. In Washington County, only the Bethesda Division Service
Area is deemed an MUA.

b. Who is a "safety net hospital'" or a "children's hospital" as defined by the
Bureau of TennCare Essential Access Hospital payment program; or

Not applicable.

¢. Who provides a written commitment of intention to contract with at least one
TennCare MCO and, if providing adult services, to participate in the Medicare
program; or

The Applicant is the largest TennCare provider in Carter County and already
contracts with all TennCare MCOs. The Applicant also participates in the Medicare
program. 31.24% of the patients seen at Medical Care, PLLC for the period
November 20, 2011 through November 20, 2012, were TennCare enrollees. During
the same period 9.49% of the patients seen at Medical Care, PLLC were Medicare
enrollees.

In Tennessee, all plans contracting with TennCare (Medicaid) must be accredited by
the National Committee for Quality Assurance (“NCQA”), a private, 501(c)(3) not-
for-profit organization which manages voluntary accreditation programs for
individual physicians, health plans, and medical groups. Medical Care, PLLC is a
NCQA certified level 3 Patient Centered Medical Home’.

Additionally, Medical Care, PLLC is one of the four principle primary care physician
groups in Qualuable Medical Professionals, LLC, a Medicare Accountable Care
Organization (ACO) which is a participant in the Medicare shared savings program.

d. Who is proposing to use the MRI unit for patients that typically require longer
preparation and scanning times (e.g., pediatric, special needs, sedated, and
contrast agent use patients). The applicant shall provide in its application
information supporting the additional time required per scan and the impact on
the need standard.

" Blue Cross Blue Shield (BCBS) of Tennessee is a formal sponsor of the NCQA Patient-Centered Medical Home
(“PCMH”) Recognition program. Level 3 designation by NCQA is the highest achievable recognition for a medical
group. NCQA’s Patient Centered Medical Home program recognizes physician practices that prioritize the
strengthening of the physician-patient relationship, coordinate care for patients across multiple settings, and engage
in a team approach to improving patient care.
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Medical Care, PLLC is a multi-specialty medical practice with 17 physicians and 14
physician extenders in specialties that include family practice, general practice, internal
medicine, general surgery, gynecology and pediatrics. Elderly and pediatric patients
account for approximately one-third (1/3) of all patients at Medical Care, PLLC (19% of
patients are over 60 years old; 12% of patients are less than 10 years old). As one of the
largest TennCare providers, the practice also sees many mentally and physically disabled
children in State custody. Further, the practice cares for the brain injured residents of
Crumley House and adults with intellectual and developmental disabilities at Dawn of
Hope and Envision. All of these patients do typically require longer preparation and
scanning times, however, the practice does not anticipate that care of these patients will
negatively affect its ability to meet the need standard for MRI scans.

2. Describe the relationship of this project to the applicant facility’s long-range development
plans, if any.

The project is consistent with the long-range plans of the Applicant as it will enable the
physicians at Medical Care, PLLC to provide more comprehensive care to their patients in a
more cost effective manner and increase patient access and convenience. Medical Care, PLLC
has always focused on patient centered care. Medical Care’s motto is “Medical care with a
heart” which also ties into the company’s heart logo. Medical Care was the first walk-in
physician office in Carter County and is open on evenings and weekends. Medical Care has
always focused on the highest quality while maintaining cost competiveness. As medical Care
has grown, it has continued to add additional services and become comprehensive in ancillary
services which also add to patient convenience and access. The practice implemented its current
electronic medical records (EMR) system in 1997 and was one of the first adopters of this
technology in Tennessee. The practice has continued to adopt technology whichs aid in
coordination with other physicians through its past partnership in CareSpark and its current
participation with One Partner, the local health information exchange (HIE). MRI is the next
logical addition in this long term plan to provide high quality, comprehensive services which are
accessible and convenient to all patients. Having MRI will also improve patient coordination of
imaging services and decrease treatment times. MRI will also allow Medical Care to conirol
costs as we continue to transition from a current fee for service (quantity) reimbursement to a
quality based reimbursement models.

Medical Care, PLLC is one of the four principle primary care physician groups in Qualuable
Medical Professionals, LLC, a Medicare Accountable Care Organization (ACO) which is a
participant in the Medicare shared savings program. Qualuable Medical Professionals has a
triple aim to reform healthcare, namely, to improve service, to improve quality, and to lower
costs. The ability to offer MRI services at the same site where other diagnostic modalities are
available to Medical Care, PLLC providers for their patients, including x-ray, ultrasound,
nuclear medicine, bone densitometry (DXA), mammography and computed tomography (CT),
will further all three of these goals by resulting in comprehensive coordinated results, control of
patient quality of care and service and direct control over cost.

3. Identify the proposed service area and justify the reasonableness of that proposed area.
Submit a county level map including the State of Tennessee clearly marked to reflect the
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service area. Please submit the map on 81/2” x 11” sheet white paper marked only with ink
detectable by a standard photocopier (i.e., no highlighters, pencils, etc.).

The proposed service area is comprised of Carter, Johnson, Unicoi, Sullivan and Washington
counties in Tennessee. In 2011, Medical Care, PLLC saw a total of 23,483 patients. 10,754
(45.79%) of the patients resided in Carter County. 8,856 (37.71%) of the patients resided in
Washington County. 1,333 (5.68%) of the patients resided in Sullivan County. 911 (3.88%) of
the patients resided in Johnson County. 771 (3.28%) of the patients resided in Unicoi County.
858 (3.65%) of the patients resided outside the proposed service area. A county level map of the
State of Tennessee marked to reflect the service area is included as Attachment C.3.

4. A. Describe the demographics of the population to be served by this proposal.

The Applicant’s proposed service area is comprised of Carter, Johnson, Unicoi, Sullivan and
Washington counties in Tennessee. The area is home to roughly 375,468 people, with 57,185 in
Carter County, 18,231 in Johnson County, 18,280 in Unicoi, 157,419 in Sullivan, and 124,353 in
Washington County in 2011 according to the US Census Bureau.

Compared nationally, there is a low level of diversity in the proposed service area.
The racial makeup of the counties in the service area is summarized in the table below:

County White | Black | American Asian | Hispanic | Persons
Indian and or Latino | reporting
Alaska 2 or more
Native races
Carter 96.7% | 1.6% 2% 3% 1.6% 1.2%
Johnson 96.4% | 2.2% 2% 2% 1.6% 9%
Sullivan 95.4% | 2.4% 3% .6% 1.6% 1.2%
Unicoi 98.1% | .4% 4% 2% 4.1% 1.0%
Washington 92.6% | 4.2% 4% 1.2% 3.0% 1.5%
Tennessee 79.5% | 16.9% | .4% 1.5% 4.7% 1.6%
USA 78.1% | 13.1% | 1.2% 5.0% 16.7% 2.3%
Source: U.S. Census Bureau. State and County Quick Facts: Tennessee. Available at
http://quickfacts.census.gov/qfd/states/, Accessed January 21, 2013,

The service area shows a large elderly population and low median household income compared
to Tennessee and the US as well as a lower level of educational attainment compared to the rest
of the state and country. Age, gender, high school attainment and median household income
data for the counties in the service area in the year 2011 are summarized in the table below:

County Male Female | Persons Persons | Median | High School | Median
under 18 65and | Age Graduate or | Household
over Higher Income (2007-
2011)
Carter 48.9% [ 51.1% | 19.9% 174% | 42.0 78.6% $32,148
Johnson 53.7% | 46.3% | 18.1% 18.6% | 42.7 70.1% $32,159
Sullivan 48.4% | 51.6% | 20.3% 19.0% | 43.2 82.7% $40,572
Unicoi 48.9% | 51.1% | 20.0% 19.9% | 44.6 75.3% $35,265
Washington 48.3% | 51.7% | 19.9% 15.7% | 39.3 85.1% $42,104
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Tennessee 48.7% | 51.3% | 23.3% 13.7% | 39.5 83.2% $43,989
USA 49.2% | 50.8% | 23.7% 132% | 36.9 85.4% $52,762
Source: U.S. Census Bureau. State and County Quick Facts: Tennessee. Available at
http://quickfacts.census.gov/qfd/states/, Accessed January 21, 2013.

The service area also shows a higher level of unemployment (with the exception of Sullivan and
Washington Counties) and population of uninsured compared to the rest of the state and country.

County 2011 Level of Percent of population

Unemployment* | under age 65 without
health insurance**

Carter 9.1% 19%

Johnson 12.0% 22%

Sullivan 7.7% 15%

Unicoi 9.7% 16%

Washington 7.8% 17%

Tennessee 9.2% 16%

USA 8.9% 11%

*Source: USDA Economic Research Service, available at
http://'www.ers.usda.gov/data-products/county-level-data-
sets/unemployment, aspx

**Source: University of Wisconsin Population Health
Institute and the Robert Wood Johnson Foundation
(RWJF), available at www.countyhealthrankings.org

B. Describe the special needs of the service area population, including health disparities, the
accessibility to consumers, particularly the elderly, women, racial and ethnic minorities, and
low-income groups. Document how the business plans of the facility will take into consideration
the special needs of the service area population.

Medical Care, PLLC’s participation in the TennCare and Medicare programs helps serve the
special needs of the service area population, which, as indicated above, shows a large elderly
population and low median household income compared to Tennessee and the US as well as a
lower level of educational attainment compared to the rest of the state and country. Approval of
this project will improve the population’s access to diagnostic tests that can improve patient
outcomes in both surgical and non surgical cases.

5. Describe the existing or certified services, including approved but unimplemented CONs, of
similar institutions in the service area. Include utilization and/or occupancy trends for each of
the most recent three years of data available for this type of project. Be certain to list each
institution and its utilization and/or occupancy individually. Inpatient bed projects must
include the following data: admissions or discharges, patient days, and occupancy. Other
projects should use the most appropriate measures, e.g., cases, procedures, visits, admissions,
etc.

There are no approved but unimplemented CONs of similar institutions in the service area. The
existing MRI providers in the service area, number of scanners and type and utilization for the years
2009, 2010 and 2011 are indicated in the table below (the names of facilities owned or controlled by
Mountain States Health Alliance are underlined):
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Number of Total Procedures
Counl Facility and Type MRS
uny Yancion Scannersand | 2009 2010 2011
Type
Washington Franklin Woods Community 1 Fixed
Hospital (HOSP) 0 Lo =5
Washington Johnson City Medical Center 2 Fixed 5186 6596 7247
(avg. 2593 (avg. 3298 | (avg. 3623.5
(HOSP)
per scanner) | per scanner) | per scanner)
Washington Mountain States Imaging at Med | 1 Fixed
Tech Parkway (ODC) 267 =i 270
Washington gg’t?uga Orthopaedics, PLC 1 Fixed 1284 2097 2748
Washington Appalachian Orthopaedic 1 Fixed
Associates - Johnson City (PO) 639 221 &0
Combined average utilization of existing MRI providers in Washington County in 2011 2,804
Combined average utilization in Washington County excluding PO in 2011 3256
Sullivan Appalachian Orthopaedic 1 Fixed
Associates — Kingsport (PO) 1396 1293 IE60
Sullivan Appalachian Orthopaedic 1 Fixed
Associates, PC (PO) 400 Bl 288
Sl Bristol Regional Medical Center elEieEd 0% SECe s
(avg. 2952 (avg. 3084 | (avg.3223.5
(HOSP) .
per scanner) | per scanner) | per scanner)
Sullivan Holston Valley Imaging Center, | 3 Fixed 9367 8025 8362
LLC (avg. 3122.3 | (avg. 2675 | (avg.2787.3
(ODC) per scanner) | per scanner) | per scamner)
Sullivan Holston Valley Medical Center 1 Fixed
(HOSP) 4026 3624 3774
Sullivan Indian Path Medical Center 1 Fixed 2697 2700 2651
Sullivan M'eadoleew Outpatient 1 Fixed 4440 5758 4457
Diagnostic Center
Sullivan Wellmont Sapling Grove 1 Fixed
Imaging, LL.C (Stand up MRI) 656 536 349
(HImaging)
Sullivan Sapling Grove Outpatient 1 Fixed
Diagnostic Center (ODC) 2088 2D 24
Sullivan Volunteer Parkway Imaging 1 Fixed
Center (HODC) 1279 1193 1327
Combined average utilization of existing MRI providers in Sullivan County in 2011 2439
Combined average utilization in Sullivan County excluding standup and PO in 2011 2961
Unicoi Unicoi County Memorial 1 Fixed
Hospital, Inc. (HOSP) il 959 1530
Combined average utilization of existing MRI providers in Unicoi County in 2011 1630
§e e Johnson County Community IMEhile
Hospital (HOSP) (2 285 230 2
TOsplia days/month)
Combined average utilization of existing MRI providers in Johnson County in 2011 274
Carter Sycamore Shoals Hospital 1 Fixed
(HOSP) 2276 2026 1958
Combined average utilization of existing MRI providers in Carter County in 2011 1958
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6. Provide applicable utilization and/or occupancy statistics for your institution for each of the
past three (3) years and the projected annual utilization for each of the two (2) years following
completion of the project. Additionally, provide the details regarding the methodology used to
project utilization. The methodology must include detailed calculations or documentation from
referral sources, and identification of all assumptions.

Current MRI utilization

Historically, the physicians at Medical Care, PLLC directly order an average of 80 MRI
studies per/month (960 MRI studies annually) through the practice’s electronic medical
record (EMR) system. Additionally, the practice estimates that 24 MRI studies per month
(288 MRI studies annually) are directly ordered by the physicians at Medical Care, PLLC
but are not captured by the EMR system as they are hand written orders or telephone
referrals to MRI providers.

Internal direct ordered MRI = 960 + 288 = 1248

Medical Care, PLLC also refers patients to neurology / neuroscience specialists for MRIs.
If the project is approved, these MRIs would be performed at the medical practice. One of
these providers, Northeast Tennessee Associate Neurology, estimates that it receives 50
patient referrals from Medical Care, PLLC per month (600 MRI patients annually) who
require MRI studies. One other provider, East Tennessee Brain & Spine, estimates that it
receives 15-20 patient referrals from Medical Care, PLLC per month (180-240 MRI
patients annually -- average 210). Medical Care, PLLC estimates that it refers an
additional 16 patients per month (192 annually) to other neurologists for MRI studies.

neurology / neuroscience patient MRI = 600 + 210 + 192 = 1002 studies

In addition, Medical Care, PLLC refers between 75-100 patients per month (or 88 patients
on average) to orthopedic specialists. The practice estimates that 40% of these patients will
require an MRI for evaluation. Of these patients who require an MRI, the practice
estimates that 20% will require an additional MRI post treatment within a year. If this
project is approved, Medical Care, PLLC perform these additional MRI studies at the
medical practice.

Initial 88pts/mo x 12mo x 40% = 422 initial MR
422 initial MRI x 20% = 84 repeat MRI
Total orthopedic referral MRI = 506 studies

Total estimated MRI all sources (1,248 + 1,002 + 506) = 2,756

Future MRI utilization

Medical Care, PLLC has grown consistently over the past 15+ years and anticipates
continued annually growth of 5-10%. The MRI will grow consistently with the group and
patient volumes.

1st Year estimated MRI studies 2,756

2nd year estimated MRI studies (+5% growth) 2,894

3rd year estimated MRI studies (+5% growth) 3,038
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4th year estimated MRI studies (+5% growth) 3,190
5th year estimated MRI studies (+5% growth) 3,350

Economic Feasibility

1. Provide the cost of the project by completing the Project Costs Chart on the following

page.

Justify the cost of the project.

All projects should have a project cost of at least $3,000 on Line F. (Minimum CON
Filing Fee). CON filing fee should be calculated from Line D. (See Application
Instructions for Filing Fee

The cost of any lease (building, land, and/or equipment) should be based on fair
market value or the total amount of the lease payments over the initial term of the
lease, whichever is greater. Note: This applies to all equipment leases including by
procedure or “per click” arrangements. The methodology used to determine the
total lease cost for a "per click" arrangement must include, at a minimum, the
projected procedures, the '"per click" rate and the term of the lease.

The cost for fixed and moveable equipment includes, but is not necessarily limited
to, maintenance agreements covering the expected useful life of the equipment;
federal, state, and local taxes and other government assessments; and installation
charges, excluding capital expenditures for physical plant renovation or in-wall
shielding, which should be included under construction costs or incorporated in a
facility lease.

For projects that include new construction, modification, and/or renovation;
documentation must be provided from a contractor and/or architect that
support the estimated construction costs.

Projected costs are set forth on the Project Cost Chart included as Attachment C Economic
Feasibility 1. The project is estimated to cost $838,543. This includes the fair market value
(823,590 x 5 years) / the total amount of the lease payments over the initial term of the lease
(81,965.83x60 months) in the amount of $117,950, legal fees totaling $15,000, the construction
costs in the amount of 880,220, the cost of the GE Signa Excite 1.5 Tesla stationary magnetic
resonance imaging (“MRI”) scanner for 3399,000, taxes in the amount of $27,984, and
computers and software, and office furniture in the amount of $3,000. A letter from Design Build
Construction is included to support the construction costs.

2. Identify the funding sources for this project.

Please check the applicable item(s) below and briefly summarize how the project will be
financed. (Documentation for the type of funding MUST be inserted at the end of the
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application, in correct alpha/numeric order and identified as Attachment C, Economic
Feasibility-2.)

X A. Commercial loan--Letter from lending institution or guarantor stating favorable
initial contact, proposed loan amount, expected interest rates, anticipated term of the
loan, and any restrictions or conditions;

A letter from State of Franklin Bank stating favorable initial contact, the proposed loan
amount, expected interest rates, anticipated term of the loan, and conditions is included as
Attachment Economic Feasibility 2.4.

__B. Tax-exempt bonds--Copy of preliminary resolution or a letter from the issuing
authority stating favorable initial contact and a conditional agreement from an
underwriter or investment banker to proceed with the issuance;

__C. General Obligation bonds—Copy of resolution from issuing authority or minutes
from the appropriate meeting.

__D. Grants--Notification of intent form for grant application or notice of grant award;
or

X E. Cash Reserves--Appropriate documentation from Chief Financial Officer.

__F. Other—Identify and document funding from all other sources.

3. Discuss and document the reasonableness of the proposed project costs. If applicable,
compare the cost per square foot of construction to similar projects recently approved by
the Health Services and Development Agency.

The total project cost for this proposal is $838,543. The total estimated construction cost to
modify the existing 674 square feet of space that will house the MRI is $80,220. This is a
construction cost of $119 per square foot, which is reasonable in relation to other projects
approved by the Health Services and Development Agency.

State of Franklin Healthcare Associates Outpatient Diagnostic Center
CN0212-122

Approved April 26, 2003

Total cost: 84,312,481

Construction costs: $562,500

Square feet: 1,875

Construction cost per square foot: 3300

Coffee County Hospital Group dba Medical Center of Manchester
CN1012-054 and CN0O607-049

Approved February 23, 2011

Construction Cost: $180,883

Square feet: 1,680

Construction cost per square foot: 8107.67

Tennessee Oncology, PLLC
CN1110-041
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Approved January 25, 2012

Square feet: 450

Construction cost $405,000
Construction cost per square foot: $900

4. Complete Historical and Projected Data Charts on the following two pages--Do not
modify the Charts provided or submit Chart substitutions! Historical Data Chart represents
revenue and expense information for the last three (3) years for which complete data is
available for the institution. Projected Data Chart requests information for the two (2)
years following the completion of this proposal. Projected Data Chart should reflect
revenue and expense projections for the Proposal Only (i.e., if the application is for
additional beds, include anticipated revenue from the proposed beds only, not from all beds
in the facility).

The Historical Data Chart and the Projected Data Chart have been completed and are included
as Attachment C Economic Feasibility 4.

5. Please identify the project’s average gross charge, average deduction from operating
revenue, and average net charge.

The project’s average gross charge will be $1584.55 for MRI’s, with the provision for charity
and bad debt averaging $691.89(43.66%) per scan, the average net charge then becomes
$892.66.

6. A. Please provide the current and proposed charge schedules for the proposal. Discuss any
adjustment to current charges that will result from the implementation of the proposal.
Additionally, describe the anticipated revenue from the proposed project and the
impact on existing patient charges.

As the proposal involves a new service (MRI), there are no current charge schedules and no
projected adjustment to currvent charges. The average projected gross charge, average
projected deduction (including projected contractual adjustments, provision for charity care
and bad debts), the average projected net charge, and the anticipated revenue from the
proposed project for the two years following completion are presented in the table below as
well as in the Projected Data Chart.

Year 1 Year 2
Average Gross Charge $1585.55 $1584.55
Average Projected Deduction 691.89 691.89
Average Projected Net Charge 892.66 892.66
Anticipated Gross Operating 4,369,775.80 4,588,581.70
Revenue
Anticipated Net Operating 2.462.927.00 2.586.252.10
Revenue T a W

B. Compare the proposed charges to those of similar facilities in the service
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area/adjoining service areas, or to proposed charges of projects recently approved by the
Health Services and Development Agency. If applicable, compare the proposed charges
of the project to the current Medicare allowable fee schedule by common procedure
terminology (CPT) code(s).

The Applicant’s proposed charges (average $1,584.55) are reasonable in relation to those of
similar facilities in the service area (average $2,700.78 in 2011) as demonstrated in the tables
below.

CPT Gross MRI Charges Proposed by Medical Care, PLLC Charge
70551 | MRI HEAD W/O CONTRAST $1,400.00
70552 | MRI HEAD W/ CONTRAST $1,640.00
70553 | MRI HEAD W/ & W/O CONTRAST $2,060.00
71550 | MRI CHEST W/O CONTRAST $1,400.00
71551 | MRI CHEST W CONTRAST $1,640.00
71552 | MR1 CHEST W & W/O CONTRAST $2,200.00
72141 | MRI CERVICAL SPINE W/O CONTRAST $1,250.00
72142 | MRI CERVICAL SPINE W/ CONTRAST $1,500.00
72146 | MRI THORACIC SPINE W/O CONTRAST $1,400.00
72147 | MRI THORACIC SPINE W/ CONTRAST $1,500.00
72148 | MRI LUMBAR SPINE W/O CONTRAST $1,300.00
72149 | MRI LUMBAR SPINE W/ CONTRAST $1,600.00
72156 | MRI C SPINE W/ & W/O CONTRAST $2,000.00
72157 | MRI T SPINE W/ & W/O CONTRAST $2,000.00
72158 | MRI L SPINE W/ & W/O CONTRAST $2,000.00
72195 | MRI PELVIS W/O CONTRAST $1,250.00
72196 | MRI PELVIS W CONTRAST $1,500.00
72197 | MRI PELVIS W & W/O CONTRAST $1,900.00
73218 | MRI UPPER EXTREMITY W/O CONTRAST $1,200.00
73219 | MRI UPPER EXTREMITY W CONTRAST $1,450.00
173220 | MRI UPPER EXTREMITY W & W/O CONTRAST $1,750.00
173221 | MRI UPPER EXTREMITY JOINT W/O CONTRAST $1,200.00
173222 | MRI UPPER EXTREMITY JOINT W CONTRAST $1,400.00
73223 | MRI UPPER EXTREMITY JOINT W & W/O CONTRAST | $1,900.00
73718 | MRI LOWER EXTREMITY W/O CONTRAST $1,200.00
73719 | MRI LOWER EXTREMITY W CONTRAST $1,400.00
73720 | MRI LOWER EXTREMITY W & W/O CONTRAST $1,750.00
173721 | MRI LOWER EXTREMITY JOINT W/O CONTRAST $1,200.00
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73722 | MRI LOWER EXTREMITY JOINT W CONTRAST $1,350.00

73723 | MRI LOWER EXTREMITY JOINT W & W/O CONTRAST | $1,950.00

74181 | MRI ABDOMEN W/O CONTRAST $1,400.00
74182 | MRI ABDOMEN W CONTRAST $1,600.00

74183 | MRI ABDOMEN W & W/O CONTRAST $2,000.00
‘ AVERAGE GROSS CHARGE PER PROCEDURE | $1,584.55

County Facility Average Gross Charge in 2011
Carter Sycamore Shoals Hospital $3,776.74
Johnson Johnson County Community Hospital $3,629.35
Sullivan Appalachlan Orthopaedic Associates — $1,164.61

Kingsport
Sullivan Appalachian Orthopaedic Associates, PC $1,064.63
Sullivan Bristol Regional Medical Center $2,332.97
Sullivan Holston Valley Imaging Center, LLC $2,553.22
Sullivan Holston Valley Medical Center $2,125.44
Sullivan Indian Path Medical Center $3,849.93
Sullivan Meadowview Outpatient Diagnostic Center $1,701.49
Sullivan Sapling Grove Imaging, LLC (Wellmont) $2,598.00
Sullivan Sapling Grove Outpatient Diagnostic Center $1,671.94
Sullivan Volunteer Parkway Imaging Center $2,365.84
Unicoi Unicoi County Memorial Hospital $2,726.90
Washington Appalachlgn Orthopaedic Associates — $1,063.86
Johnson City
Washington Franklin Woods Community Hospital $3,810.86
Washington Johnson City Medical Center $3,853.59
Washington Mountain States Imaging at Med Tech $3.718.22
Parkway
Washington Watauga Orthopaedics, PLC $1,410.16
AVERAGE GROSS CHARGE PER PROCEDURE $2,700.78

The table below represents the average gross charge in 2011 of all MRI providers in the
Applicant’s service area. Note the substantial (92%) rate increase faced by patients at
Mountain States Health Alliance facilities compared to facilities not owned by Mountain
States Health Alliance.

County Facility Average Gross Charge in 2011
Carter " Sveamore Shoals Hospital® ' $3.776.74*
Johnson Johnson County. Community. Hospital® = $3,629.35%
Sullivan Appalachian Orthopaedic Associates — Kingsport $1,164.61
Sullivan Appalachian Orthopaedic Associates, PC $1,064.63
Sullivan Bristol Regional Medical Center $2,332.97
Sullivan Holston Valley Imaging Center, LLC $2,553.22
Sullivan Holston Valley Medical Center $2,125.44
Sullivan Indian Path Medical Center* i i $3.849,93*
Sullivan Meadowview Outpatient Diagnostic Center $1,701.49
Sullivan Sapling Grove Imaging, LLC (Wellmont) $2,598.00
Sullivan Sapling Grove Outpatient Diagnostic Center $1,671.94
Sullivan Volunteer Parkway Imaging Center $2.365.84
Unicoi Unicoi County Memorial Hospital $2,726.90




Washington éﬁgalachlan Orthopaedic Associates —Johnson $1,063.86
Washington Franklin Woods Community Hospital* $3.810,86*
Washington Johnson City Medical Center* $3.853.59*
Washington Mountain States Imaging at Med Tech Parkway* $3,718.22*
Washington Watauga Orthopaedics, PLC $1,410.16
AVERAGE GROSS CHARGE PER PROCEDURE — ALL facilities $2,700.78

AVERAGE GROSS CHARGE PER PROCEDURE — owned by Mountain A
: $3.773,12

States Health Alliance
AVERAGE GROSS CHARGE PER PROCEDURE — NOT owned by $1.959.99
Mountain States Health Alliance T
% increase in average gross charge 92.51%
*and shading indicates ownership by Mountain States Health Allicance

7. Discuss how projected utilization rates will be sufficient to maintain cost-effectiveness.

Projected utilization is based on current utilization rates of MRI services of Medical Care, PLLC
patients and the historic rate of growth in patients at the medical practice. The Projected Data
Chart outlines the cost-effectiveness of the proposal. A positive cash flow is expected in the first year
of operation.

8. Discuss how financial viability will be ensured within two years; and demonstrate the
availability of sufficient cash flow until financial viability is achieved.

Revenue and expense information for this proposal for Years 1 and 2 following project completion is
included in the Projected Data Chart. The net operating income less capital expenditures as
represented is projected to be $978,024 in year 1 and 31,023,856 in year 2.

9. Discuss the project’s participation in state and federal revenue programs including a
description of the extent to which Medicare, TennCare/Medicaid, and medically indigent
patients will be served by the project. In addition, report the estimated dollar amount of
revenue and percentage of total project revenue anticipated from each of TennCare, Medicare,
or other state and federal sources for the proposal’s first year of operation.

Medical Care, PLLC is both a TennCare and Medicare provider. In the previous year, during the
period November 20, 2011 to November 20, 2012, 31.24% of the patients treated at Medical Care,
PLLC were TennCare enrollees. During the same period, 9.49% of the patients were on Medicare.
Private insurance accounted for 38.55% of the patients, Worker’s Compensation accounted for
5.36% of the patients and private pay accounted for 14.71% of the patients. Medical Care, PLLC
anticipates seeing a similar payor mix in the future.

The estimated dollar amount of revenue and percentage of total project revenue anticipated from
TennCare and Medicare for the proposals first year of operation is set forth below (note that
Medical Care, PLLC typically sees TennCare and Medicare patients more frequently than other
patient populations because they tend to have more chronic conditions. Accordingly, the percentage
of anticipated revenue from TennCare and Medicare reflected below is higher than the percentage of
patients noted above. The percentage of anticipated revenue is based on the medical practice’s
current percentage of TennCare/Medicare revenue for patient visits.).
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TennCare Medicare
Gross TennCare and Medicare
MRI Revenues $1,359,000.34 $1,214,797.73

% of Total MRI Revenues 31.1% 27.8%

10. Provide copies of the balance sheet and income statement from the most recent reporting
period of the institution and the most recent audited financial statements with accompanying
notes, if applicable. For new projects, provide financial information for the corporation,
partnership, or principal parties involved with the project. Copies must be inserted at the end
of the application, in the correct alpha-numeric order and labeled as Attachment C, Economic
Feasibility-10.

The most recent balance sheet and income statement for Medical Care, PLLC and Pine Palms
Management, LLC are attached as requested and labeled Attachment C Economic Feasibility 10.

11. Describe all alternatives to this project which were considered and discuss the advantages
and disadvantages of each alternative including but not limited to:

Options Considered by Medical Care, PLLC include.

Option One: Maintain the status quo/do nothing -- This alternative does not address the issues that
Medical Care, PLLC is attempting to resolve with its application and will result in continued patient
delays and inconvenience, and reduced patient access.

Option Two: Partnering with other area MRI providers -- Sycamore Shoals Hospital is the only
existing MRI provider in Carter County and it has not been willing to partner in radiology services
the past. This alternative also does not solve the delays and patient access issues currently being
experienced. Physical separation from other radiology services provided at Medical Care, PLLC
would lead to increased patient inconvenience.

Option Three: Establishing a mobile MRI service -- this alternative is not optimal operationally or
clinically and will not meet the current and growing patient care needs of Medical Care, PLLC.
Initial cost evaluations are similar to those of a fixed magnet -- a mobile unit would still require
significant build-out costs for modifications to parking, weight support of trailer, electric supply, etc.
Further, there is limited physical space for parking a mobile trailer close to the radiology area of the
practice. Patients would be exposed to the elements (vain & snow etc.) in order to access the mobile
unit. Handicapped patients would have to use a wheelchair lift to access the mobile unit rather than
having ground level access to a fixed unit.

a. A discussion regarding the availability of less costly, more effective, and/or more efficient
alternative methods of providing the benefits intended by the proposal. If development of
such alternatives is not practicable, the applicant should justify why not; including reasons
as to why they were rejected.

Medical Care, PLLC considered whether other less costly, more effective/efficient options

existed. Medical Care, PLLC considered acquiring a lower cost extremities only MRI, but after
reviewing the imaging needs of its patients, the practice concluded that the significant limitations
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associated with an extremities only MRI would not meet the needs of its patients and would also
greatly reduce its utilization of an MRI which would decrease efficiency.

The practice also considered an open, low powered MRI. Medical Care determined that, while
these systems can be less expensive initially, they have reduced quality images, particularly in
neurologic studies and imaging larger patients. Since quality and patient care is our highest
priority, this option was found insufficient to meet patients’ needs.

Medical Care, PLLC considered partnering with other physicians or current MRI service
providers. However, Medical Care is located in a rural area with limited physician groups
willing to partner in providing MRI services. The local hospital has been unwilling to partner in
their current MRI services.

Medical Care, PLLC considered utilizing a mobile MRI service. This alterative would require
significant modification to the parking lot and electrical service. Patients would be exposed to
inclement weather (rain and snow), which would increase the risk of injury. Further, the mobile
services which are housed in trailers can exacerbate symptoms for claustrophobic patients and
prove less accessible for handicapped and injured patients. In reviewing pricing for mobile
service, Medical Care, PLLC found that there was not a significant cost savings and the
estimated patient load would require it to be parked permanently. After review, this option was
eliminated due to several problems without any savings.

Medical Care, PLLC considered the option to do nothing and maintain the status quo, but this
would result in continued patient delays in scheduling, large up-front fee deposits required prior
to scheduling, and out of network issues for CIGNA patients. Doing nothing would also
maintain the patient inconvenience factor as patients would still be likely to travel to out of
county facilities for scans. Doing nothing will continue the lack of patient coordination and
timely treatment.

b. The applicant should document that consideration has been given to alternatives to new
construction, e.g., modernization or sharing arrangements. It should be documented that
superior alternatives have been implemented to the maximum extent practicable.

Alternatives to new construction (i.e., sharing arrangements and mobile unit) were considered as
previously noted. Construction for this proposed project is limited to renovation of existing
space.

CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTH CARE

1. List all existing health care providers (e.g., hospitals, nursing homes, home care
organizations, etc.), managed care organizations, alliances, and/or networks with which the
applicant currently has or plans to have contractual and/or working relationships, e.g.,
transfer agreements, contractual agreements for health services.

The Applicant will continue to work closely with other healthcare providers in the area
including: Mountain States Health Alliance hospitals, Wellmont Health Systems, East Tennessee
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State University, Lincoln Memorial University, local nursing homes, clinics and other healthcare
providers, Medicare and all managed care plans in the area including Blue Cross Blue Shield,
United Healthcare, Cigna, Crest Point, Highlands IPA, and Qualuable (ACO).

2. Describe the positive and/or negative effects of the proposal on the health care system.
Please be sure to discuss any instances of duplication or competition arising from your
proposal including a description of the effect the proposal will have on the utilization rates
of existing providers in the service area of the project.

The proposal is beneficial to the health care system and will result in minimal to no negative
effects from unnecessary duplication of services. Patients will benefit from having an additional
MRI provider in the area in many ways including, shorter wait times, improved convenience,
expedited diagnosis and treatment. As previously noted, the lack of competition in the service
area has reduced access, increased costs and not encouraged efficiencies.

3. Provide the current and/or anticipated staffing pattern for all employees providing
patient care for the project. This can be reported using FTEs for these positions.
Additionally, please compare the clinical staff salaries in the proposal to prevailing wage
patterns in the service area as published by the Tennessee Department of Labor &
Workforce Development and/or other documented sources.

The anticipated staffing pattern for employees at the outpatient diagnostic center is summarized
below along with a comparison of the salaries proposed to prevailing wage patterns in the
service area as published in May 2012 by the Tennessee Department of Labor & Workforce
Development.

Compared to Johnson City, TN
Healthcare Practitioners and Technical
Occupations*
Position Year | Year Proposed Average Entry Above | Median Above
1 2 Hourly Pay Entry Median
FTE | FTE Range
MRI Tech 2 2.5 $24-$27 $25.50 $17.85 143% $22.20 115%
Management 1 1 $14-518 $16.00 $12.50 128% $18.55 86%
Support Staff 2 2 $9-$12 $10.50 $8.20 128% $10.65 99%
Service/ 1 1 $12-$14 $13.00 $8.05 161% $13.50 96%
Marketing
*Source: TN Dept. of Labor & Workforce Development, Employment Security Division, Labor Market
Information

4. Discuss the availability of and accessibility to human resources required by the proposal,
including adequate professional staff, as per the Department of Health, the Department of
Mental Health and Developmental Disabilities, and/or the Division of Mental Retardation
Services licensing requirements.

Medical Care, PLLC does not anticipate that finding appropriately licensed staff will be a
problem as the practice receives many resumes of experienced technologists looking for work.
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Moreover, East Tennessee State University has a program training new 4 year technologists
graduating each semester.

5. Verify that the applicant has reviewed and understands all licensing certification as
required by the State of Tennessee for medical/clinical staff. These include, without
limitation, regulations concerning physician supervision, credentialing, admission
privileges, quality assurance policies and programs, utilization review policies and
programs, record keeping, and staff education.

The Applicant has reviewed and understands all licensing certification as required by the State
of Tennessee for medical/clinical staff.

6. Discuss your health care institution’s participation in the training of students in the
areas of medicine, nursing, social work, etc. (e.g., internships, residencies, etc.).

Medical Care, PLLC works closely with East Tennessee State University in medical student
rotations and nurse practitioners. The practice also works with King College and Milligan
College in rotating and job shadowing nursing students.

7. (a) Please verify, as applicable, that the applicant has reviewed and understands the
licensure requirements of the Department of Health, the Department of Mental Health and
Developmental Disabilities, the Division of Mental Retardation Services, and/or any
applicable Medicare requirements.

The Applicant has reviewed and understands the licensure requirements of the Department of
Health, the Department of Mental Health and Developmental Disabilities, the Division of Mental
Retardation Services, and applicable Medicare requirements.

(b) Provide the name of the entity from which the applicant has received or will receive
licensure, certification, and/or accreditation.

Licensure: Tennessee Department of Health
Accreditation: American College of Radiology

(c) If an existing institution, please describe the current standing with any licensing,
certifying, or accrediting agency. Provide a copy of the current license of the facility.

Not applicable.

(d) For existing licensed providers, document that all deficiencies (if any) cited in the last
licensure certification and inspection have been addressed through an approved plan of
correction. Please include a copy of the most recent licensure/certification inspection with an

approved plan of correction.

Not applicable.
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8. Document and explain any final orders or judgments entered in any state or country by a
licensing agency or court against professional licenses held by the applicant or any entities or
persons with more than a 5% ownership interest in the applicant. Such information is to be
provided for licenses regardless of whether such license is currently held.

Not applicable.

9. Identify and explain any final civil or criminal judgments for fraud or theft against any
person or entity with more than a 5% ownership interest in the project.

Not applicable.
10. If the proposal is approved, please discuss whether the applicant will provide the Tennessee
Health Services and Development Agency and/or the reviewing agency information concerning
the number of patients treated, the number and type of procedures performed, and other data
as required.
If approved, Medical Care Imaging, LLC will submit all information required.
PROOF OF PUBLICATION

Attach the full page of the newspaper in which the notice of intent appeared with the mast and
dateline intact or submit a publication affidavit from the newspaper as proof of the publication
of the letter of intent.
Attached as requested.

DEVELOPMENT SCHEDULE

1. Please complete the Project Completion Forecast Chart on the next page. If the project will
be completed in multiple phases, please identify the anticipated completion date for each phase.

Completed as requested and attached as Project Completion Forecast Chart

2. If the response to the preceding question indicates that the applicant does not anticipate
completing the project within the period of validity as defined in the preceding paragraph, please
state below any request for an extended schedule and document the “good cause” for such an

extension.

Not applicable.
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This company is organized under the Tennessee Revised Limited Liability Company Act,
more specifically, Tenn. Code Ann. §48-249-1101 et seq.
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The name of the Professional Limited Liability Company is: Medical Care, PLLC.

The name and address of the Professional Limited Liability Company’s initial
registered office in Tennessee is: Redmey S. Klein, Esq., Klein & Associates, 110
Corporate Drive, Suite 150, Johnson City, TN in Washington County, Tennessee.

Number of members at the time of organization is 3.
The Professional Limited Liability Company will be member managed.
This document is to be effective as of the date of filing.

The complete address of the Professional Limited Liability Company’s principal
office is: 401 E. Main St., Johnson City, TN 37601 in Washington County.

The Period of Duration is perpetual.

The purpose of the Professional Limited Liability Company is to render medical
services and other ancillary services.

The Professional Limited Liability Company has one or more qualified members
and no disqualified members.
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STATE OF TENNESSEE
Tre Hargett, Secretary of State

Division of Business Services

William R. Snodgrass Tower
312 Rosa L. Parks AVE, 6th FL
Nashville, TN 37243-1102

STEVEN HOPLAND March 7, 2013
401 EAST MAIN STREET
JOHNSON CITY, TN 37601

Request Type: Certificate of Existence/Authorization Issuance Date: 03/07/2013
Request #: 0091432 Copies Requested: 1

o - Document Receipt
Receipt#: 941710 Filing Fee: $22.25
Payment-Credit Card - TennesseeAnytime Online Payment #: 149232000 $22.25
Regarding: MEDICAL CARE, PLLC
Filing Type: lLimited Liability Company - Domestic Control #: 592623
Formation/Qualification Date: 12/22/2008 Date Formed: 12/22/2008
Status: Active Formation Locale: TENNESSEE
Duration Term: Perpetual Inactive Date:

Business County: WASHINGTON COUNTY

CERTIFICATE OF EXISTENCE
I, Tre Hargett, Secretary of State of the State of Tennessee, do hereby certify that effective as of
the issuance date noted above

MEDICAL CARE, PLLC

* is a Limited Liability Company duly formed under the law of this State with a date of
incorporation and duration as given above;

* has paid all fees, taxes and penalties owed to this State (as reflected in the records of the
Secretary of State and the Department of Revenue) which affect the existence/authorization of
the business;

* has filed the most recent carporation annual report required with this office;
* has appointed a registered agent and registered office in this State;

* has not filed Articles of Dissolution or Articles of Termination. A decree of judicial dissolution

has not been filed.

Tre Hargett
Secretary of State

Pracessed By: Cert Web User Verification #: 002625715

Phone 615-741-6488 * Fax (615) 741-7310 * Website: http://tnbear.tn.gov/
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The Applicant, Medical Care, PLLC, is a member managed Tennessee medical professional limited liability
company. The existing members of Medical Care, PLLC and each of their respective percentage ownership
interests in the company are as follows:

Member Percentage Interest

__Amold Hopland, M.D. 33.37
Jeff Hopland, M.D. 33.33%
Kenny Hopland, M.D. 33.3

Neither the Applicant nor any of its owners have a financial interest in any other “health care institution™ as delined
in Tennessce Code Annotated §68-11-1602 in Tennessee.

The Applicant is managed by Pine Palms Management, LLC, a Tennessee limited liability company. The current
CEQ is Steve Hopland. The members of Pine Palms Management, LLC and cach of their respective percentage
ownership interests in the company are as follows:

Member Percentage lnterest
Aold Hopland, M.D. 2%
_ ~ Steve Hopland S 20% ]
i Jeff Hopland, M.D. 20% S
Jenny Whaley - 20%
i Kenny Hopland, MD. 0% -
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MANAGEMENT SERVICES AGREEMENT

THIS MANAGEMENT SERVICES AGREEMENT (this “Agreement”) is made and entered into as of March
1, 2013, by and between Pine Palms Management, LLC a Tennessee limited liability company (the “Manager”) and
Medical Care, PLLC, a Tennessee Hmited liability company (the “Owner™), which intends to owns and operates an
magnetic resonance imaging (MRI) at Medical Care, PLLC located at 1500 West Elk Ave, Elizabethton, Tennessce (the
“MRI"). This agreement is contingent on the successful approval of ccrtificate of need to establish MR1 services. If such
approvals are not received before December 31, 2013 this agreement is null and void with no further obligation to either

party.
1. GENERAL

1. The Qwner hereby retains the Manager for the purpose of rendeting management, administration and
purchasing services and support, and all other management support needed for operation, and in the best interest, of the
MRI on the basis hereafier set forth, consistent with the mission of Owner and subject to the policies established by the
Owner, which policies shall be consistent with applicable state and federal law.

2. The Manager shall perform ail of the services described in Article I1 and Article 11 hereof for the account
of and as agent of the Owner. All such services shall be rendered using the Manager’s best efforts and subject (o the
control of the Qwner, which shall have final authority in all matters relating to the MRI’s operations.

3. The Owner hereby appoints the Manager its atlorney-in-fact with full power on its behalf and in its name,
or in the name of the MRI, to enter inlo contracts relating to the affairs of the MRI; provided, however, the Manager shall
not incur any obligation for repairs, equipment, additions or betterments if to do so would exceed budgeted expenditure
levels (whether capital or operating) without first requesting the consent of Owner. In the cvent that Owner does not
respond in writing to Manager's expenditure request within five (5) days of receipt thereof, then such expenditure shall be
deemed approved by Owner,

4. Except in the event of the merger or consolidation of the Manager, or the sale by the Manager of
substantially all of its assets, the Manager shall not assign this Agreement, other than to a subsidiary corporation or other
entity controlled by or under common control with the Manager, without the written consent of the Owner, which consent
shall nol be unreasonably wilhheld.

5 The tertn of this Agreement shall commence as of the date set forth in the preamble of this Agreement
and shall continue for a term of five (5) years through March 1, 2018 unless this Agreement is terminated pursuant 1o this
Article 1. This Agreement shall automatically renew for additional successive terms of ane (1) year each unless one parly
gives the other party sixty (60) days prior written notice of termination before the expiration of the then current term.

6. The Owner shall have the right to terminate this Agreement upen the Manager’s material breach of this
Agreement. In the event termination is for an alleged material breach by the Manager, such notice shall describe in detail
the basis upon which the Owner believes such termination is justified. Upon receipt of such notice, the Manager shall have
ninety (90) days (or thirty (30} days in the event that the Manager’s breach materially and adversely affects paticnt safety
and quality of care) during which to attempt to cure any atleged default under this Agreement, and upon such cure being
effected, the Qwner’s rights to terminate shall cease and this Agreement will continne tn full force and effect. Furthermore,
il the Manager has diligently attempted to effect such a cure within such cure period but cannot complete such cure because
of the failure of a third party (such as a governmental agency) to act wilhin such period, then the Manager shall have a
reasonable time beyond such cure period o complete its cure of the alleged basis for the Owner’s election to terminatc.

7. The Manager shall have the right to terminate this Agreement upon the Owner’s malerial breach of this
Agreement. In the event termination is for an alteged material breach by the Owner, such notice shall describe in detail the
basis upon which the Manager believes such termination is justified. Upon receipt of such notice, the Qwner shall have
nincty (90) days (or thirty (30) days in the event that the Owner's breach materially and adverscly affects paticnt safety and
quality of care) during which to attempt to cure any alleged default under this Agreement, and upon such cure being
effected, the Manager’s rights to terminate shall cease and this Agreement will continue in (ull force and effect.
Furthermore, if the Owner has diligently attempted to ¢ffect such a cure within such cure period but cannot complete such
cure because of the failure of a third party (such as a governmental agency) to act within such period, then the Owner shall




have_a reasonable_: time beyond such cure period to complete its cure of the alleged basis for the Manager’s clection to
terminate. ‘]\!otwnh:lrlandmg the foregoing, Manager shall have the right to suspend the provision of services under this
Agreement in the ev[m that Owner fails to pay any of the compensation payable pursuant to Article [V as and when due.

8. It

ither party shall appoint or consent to the appointment of a receiver, trustec or liquidator of such party
or of all or a substantial part of its assets, file a voluntary petition in bankrupicy, make a gencral assignment for the benefit
of creditors, file a petition or an answer seeking reorganization or arrangements with creditors or to take advantage of any
insolvency law, or [il an order, judgment or decree shall be entered by any court of competent jurisdiction, on the
application of a creditor, adjudicating such party bankrupt or insolvent, and such order, judgment or decrec shall continue
unstayed and in cfTett for any period of ninety (90) days, then, in case of any such event, the term of this Agreement shall
terminate, at the optibn of the non-defanlting party, upon written notice to the other party.

9. In deiticm to the foregoing, after the first anniversary of the effective date of this Agreement, either party
may terminate this Agreement, without cause, upon not less than ninety (90) days prior written notice.

I.. MANAGEMENT SERVICES

ki Supject to the provisions of Article 1, the Manager will render all services, direction, advice, supervision
and assistance in the|operation of the MRI as necessary, including, but in no way limited to, the following:

Al Obtain and maintain the accreditation and state licensing of the MR with the proper agencies
and insurance comr{anies including ACR or equivalent.

B. Miring, supervising, directing, leasing and discharging, on behalf of the Owner, all personnel
petforming servicep at the MRI including the administrator of the MRI (the “Administrator”), as needed, All MRI

personnel shall be dmployees of the Manager.

C. Negotiating fee payment methods, in coordination with the Owner, including Medicare
reimbursement, with the appropriate third party payors and state and federal agencies;

D. Establishing staffing schedules, wage structurcs and personnel policies for ali personnel;

E. Determining and setting patient charges for MRI services;

F. Providing policies and operating procedures to all departments;

G Providing for the purchase, lease or disposition by the Owner of all supplies and equipment

including informatiop systems hardware and software used in the operation of the MRE;

L. Directing the day-to-day operations of the MRI 1o insure the operations arc conducted in a
businesslike manner|consistént with the policies adopted by Owner from time to time;

J. Performing all management and non-medical oversight responsibilitics for the Owner;

K. Negotiating or retaining on behalf of the Owner contractual relationships for radiologist services,

and other professionpl services as appropriate;
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[IX. ACCOUNTING AND BOOKKEEPING SERVICES

1 The Manager agrees to provide or cause to be provided the following accounting and bookkeeping

services for the Owner in the operation of the MRI:

A Receipt for and deposit of all funds reccived from the operation of the MRI and supervisc the
disbursement of such funds for the operating cxpenses of the MRI.

B. Maintain the books of account, including all journals and ledgers, check register and payroll
records;

C Post all paticni and other charges, including necessary analysis and corrections;

D. Establish adequate receivables, credit and collection policies and procedures;

E Process vendors’ invoices and other accounts payable;

F, Prepare or contract for processing payroll checks from time sheet summaries prepared under the
Manager’s supervision;

G. Prepare payroll and supervise preparation of the Owner’s tax returns
H. Prepare monthly bank reconciliations;
1. Prepare monthly prolit and loss statements, the format of which shall be compatible with the

information systems of the Owner;

J. Establish paticnt billing procedures;

K. Conduct monthly meetings with the Owner's personnel, cither (elephonically or on-site as
required; and

L. Handle patient complaints,

The Manager shall be permitted to contract for these services with an independent accounting firm or other qualified
provider, provided that any expenses incurred for such outside services shall be considered to be part of the fec sct forth in
Article 1V below.

IV. FEES FOR SERVICES AND REIMBURSABLE EXPENSES

As compensation for performing the management services required hereunder, Owner shall pay to Manager a
management fee of 15% of gross collections which include the management, billing & computer support services, In
addition, Manager shall be reimbursed on a monthly basis for its direct expenses incurred in connection with the
management of the MRI including but not limited to (i)personnel required for daily operations , (ii) supplies and inventory
(iiif) equipment, maintenance and repairs (iv) Rents (v)Manager's reasonable out-of-pockel expenses; (vi) legal fees,
accounting, and other professional fees incurred by Manager on behalf of Owner, and (vii) other direct expenses incurred
by Manager on behalf of Owner. Manager shall submit, as requested by Owner from time to time, appropriate written
documentation supporting such expenses.

Owner hereby grants to Manager the right 1o pay to Manager all fees and rcimbursable expenses hereunder from
funds received from the operation of the MRI.

V. INSURANCE

During the term of this Agreement, Owner shall, at its sole cost and expense, obtain and maintain with commercial
carriers acceptable to Manager appropriate professional, casualty and comprehensive general liability insurance covering
the Owner and its personnel in such amounts, on such basis and upon such terms and conditions as Owner and Manager
deem appropriate.
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The casually and comprehensive general liability insurance shall insurc against loss of or physical damage to the
MRI and the furniture, fixtures and equipment therein, under standard all-risk coverage (including but not limited to fire,
smoke, lightening, wind storm, cxplosion, aircraft or vehicle damage, riot, civil commotion, vandalism and malicious
mischicf) and shall also include damage due to flcod and earthquake unless waived by Manager.

Manager shall be named an additional insured under all insurance policies procured by Owner hereunder. The
right of Manager to invoke the protection of such policies shall be severable from and independent of the Owner’s rights,
and these policies shall not be terminable or non-renewable except upon thirty (30) days’ written notice to Manager. No
later than thirty (30) days foltowing the execution of this Agreement and thirty (30) days following the end of cach policy
year, Qwner shall give to Manager a copy of the endorsements naming Manager an additional insured. Such insurance
policies shall contain endorsements which reflect the primary liability of the Owner's insurance carrier for all covered
losses provided for herein, notwithstanding any insurance which may be maintained by Manager or any affiliate of
Manager. Owner hereby waives any right of contribution with respeet to the loss covered under such policies (or with
respect 1o deductibles thereunder) against Manager or any of Manager’s insurance carriers.

VI. INDEPENDENT CONTRACTORS

The relationship created hereby is that of an agent (Manager) contracting with a principal (Owner) as independent
contractors, Neither of the parties hereto, nor their employees or agents, shall be construed to be the agent, employee,
partner or representative of the other party, except as may be expressly provided for herein to the contrary,

VIL. CONFIDENTIAL INFORMATION

As used in this Agreement, the term confidential information (the “Confidential Information™) shall include the
following: (i) all docurnents and other materials, including but not limited to, all memoranda, clinical manuals, handbooks,
production books, educational material and audio or visual recordings, which contain information relating to the operation
of the MR or its programs (excluding written materials distributed to patients in the operation of the MRI1 as promotion for
the MRI), (i} all methods, techniques and procedures utilized in providing services to patients in the MRI not readily
available through sources in the public domain, and (iii} all trademarks, trade names, service marks, or protected software
of Manager and their related data files.

The Owner acknowledges and agrees that the Confidential Information is owned by the Manager and has Leen
disclosed to it in confidence and with the understanding that it constitutes valuable business information deveioped by the
Manager at great expenditure of time, effort and moncy. The Owner agrees that it shall not, without the express pricr
written consent of the Manager, use the Confidential Information for any purpose other than the performance of this
Agreemeni, The Owner further agrecs to keep strictly confidential and hold in trust all Confidential Information and not
disclose or reveal such information to any third party without the express prior consent of the Manager.

Upon termination of this Agreement by either party for any reason whatsoever, the Qwner shall forthwith return to
the Manager all material constituting or containing Confidential Information and the Owner shall not thereafter use,
appropriate, or reproduce such information or disclose such information to any third party.

The provisions of this Article V111 shall survive any termination or expiration of this Agreement. Manager shall
have the right to use any Confidential Information and any technical or business expertise obtained during the course of its
engagement hereunder in connection with its management of any other facility.




VIII. NOTICES

All notices permitted or required by this Agreement shall be decmed given when in writing and delivered
personally via overnight courier or deposited in the United States mail, postage prepaid, return receipt requested, addressed
to the other party at the address set forth below or such other address as the party may designate in writing;

To the Owner: Medical Care, PLL.C
1500 West Elk Ave
Elizabethton, Tennessee 37643
To the Manager: Pine Palms Management, LL.C

401 East Main Street
Johnson City, Tennessee 37601

1X. INDEMNIFICATION

1. Owner agrees to indemnify and hold harmless Manager, its affiliates and shareholders and their
respective sharcholders, directors, officers, employees and agents {collectively, a “Manager Indemnified Party”) from and
against any and all losses, claims, damages, liabilities, costs and cxpenses (including rcasonable attomeys’ fees and
expenses related to the defense of any claims) (a “Loss”), which may be asserted against any of the Manager Indemnified
Partics or for which they may now or hercafler become subject arising in connection with the activities of the MRI,
including without limitation matters relating to: (i) alleged or actual failure by the governing body, board of directors and/or
similar body of Owner 1o perform any of its duties under this Agreement; (ii) any pending or threatencd medical
malpractice or other tort claims asserted against Manager relating to the MRI; (iii) any action against Manager brought by
any of the MRI's current or former employees or medical staff members; (iv) any act or omission by any MRI employee,
medical stalf member or other personnel; and (v) any violation of any requirement applicable to the MRI under any federal,
state or local environmental, hazardous waste or similar law or regulation; provided that such Loss (a) has not been caused
by the gross negligence, willful misconduct or illegal conduct of Manager or the Manager Indemnified Party seeking
indetmnification pursuant to this Agreement or (b) is not related to a breach by Manager or any of its contractual obligations
to Owner arising under this Agreement.

2. Manager agrees to indemuoify and hold harmless the Owner and its members, partners, or sharcholders (as
appropriate), its directors or governors (as appropriate), and its officers, employees and agents (collectively, an “Owner
Indemnified Party”) from and against all Loss which may be asserted against any Owner Indemnificd Party as a result of
the gross negligence, willful misconduct or illegal conduct of Manager or a material breach of Manager's obligations under
this Agreement in connection with the performance by Manager of its dutics hereunder; provided that such Loss has not
been caused by the pgross negligence, willful misconduct or illegal conduct of the Owner or the Owner Indemnified Party
seeking indemnification pursuant to this Agreement.

X. MISCELLANEOUS

1. This Agreement shall be construed to be in accordance with any and all federal and state Jaws, including
faws relating to Medicare, TennCare, Medicaid, and other third party payers. In the event there is a change in such laws,
whether by statute, regulation, agency or judicial decision, that has any material effect on any term of this Agreement, or in
the cvent that counsel to one party determines that any term of this Agreement poses a risk of violaling such laws, then the
applicable term(s) of this Agreement shall be subject lo renegotiation and either party may request renegotiation of the
affected term or terms of this Agreement, upon wrilien notice Lo the othier party, to remedy such condition, In the interim,
the partics shall perform their obligations hereunder in full compliance with applicable law.

The parties expressly recognize that upon request for rencgotiation, each party has a duty and obligation
to the other only to renegotiate the affected term(s) in good faith and, further, the parlies expressly agree that their consent
to proposals submitted by the other party during renegotiation efforts shall not be unreasonably withheld.

Should the parties be unable to renegotiate the lerm or terms so affected so as to bring such term or terms
into compliance with the statute, regulation or judicial opinion that rendered same unlawful or unenforceable within thirty
(30) days of the date on which notice of a desired renegotiation is given, then either party shali be entitled, afier the
expiration of said thirty (30) day period, to terminate this Agreement upon sixty (60) additional days written notice to the
other party.
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2. Article beadings are for convenience of reference only and shalk not be used to construe the meaning of
any provision of this Agreement,

3. This Agreement may be executed in any number of counterparts, each of which shall be an original and
all of which shall together constitute one Agreement.

4, Should any part of this Agreement be invalid or unenforceable, such invalidity or unenforceability shall
not affect the validity and enforceability of the remaining portions.

5. Each individual signing this Agreemenl warrants that such execution has been duly authorized by the
party for which he is signing. The exccution and performance of this Agreement by cach party has been duly authorized by
all applicable taws and regulations and all ncuessary corporate action, and this Agreement constitutes the valid and
enforceable obligation of each party in accordance with its terms,

6. This Agreement shall be construed in accordance with the laws of the State of Tennessee.
il ‘I'his Agreement may not be modified except in writing executed by the party to be charged.
8. This Agreement constitutes the entire Agreement of the parties hereto and supersedes all prior agreements

and representations with respect to the subject matter hereof.

IN WITNESS WHEREQF, the parties have executed this Agreement on the date ficst above written.

MANAGER:

PINE PALMS MANGEMENT, LLC

OWNER:

MEDICAL CARE, PLYC
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Option to Lease

Pine Palms Management, LLC herby commits to lease Medical Care, PLLC space;
Location: 1500 West Elk Ave, Elizabethton, TN 37643
Details: Approximately 674 Square Feet, 1% floor,
adjacent to existing Medical Care, PLLC radiology department
Use: Magnetic Resonance Imaging (MRI)

Pine Palms Management commits to a lease674 square feet of space for 5 years with option for
additional term of 5 years. The lease will commence following occupancy of space. Lease terms will be
$35.00 PSF or $1,965.83 monthly payable on the 1* of each menth. This option is valid for 6 period of
months or until executed lease is negotiated.

This option is contingent on Medical Care, PLLC successful approval of Certificate of Need (CON) tor MRI
services. If CON is not received within 6 months from initial date, one additional 6 month extension of
option to lease is available at Medical Care, PLLC written request and additional fee (nonrefundable) of

$5,000.

o AYsS

Steven Hopkind, CEO Date

Pine Palms Management, LLC

' /% 29413

-t

Signed
7

enneth Hopland, MD Date

Medical Care, PLLC
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Section A, Applicant Profile

13. ldentify all TennCare Managed Care Organizations/Behavioral Health Organizations
(MCOs/BHOSs) operating in the proposed service area.

The TennCare MCOs operating in the proposed service area (Carter, Washington, Sullivan,
Johnson and Unicoi Counties) are BlueCare, TennCare Select and UnitedHealthcare
Community Plan.

Will this project involve the treatment of TennCare participants?
Yes.

If the response to this item is yes, please identify all MCOs/BHOs with which the applicant
has contracted or plans to contract.

The Applicant has contracts with BlueCare, TennCare Select and UnitedHealtheare Community
Plan.



ATTACHMENT B.L



* E MOUNTAIN STATES
HEALTH ALLIANCE

09/12/2012

To our fellow physicians:

In order to best serve our patients and effectively articulate our policy change
implemented September 34, we are reaching out asking for your continued support.
Now that we have established pre-payment requirements for non-emergent
scheduled procedures, we recognize the need to allow ample time for our patients
to secure financial clearance. Therefore, we are requesting that non-emergent cases
be scheduled at least 3 business days in advance, effective for procedures scheduled

on or after Monday September 24th,

We appreciate your support as we work through implementation of these new
processes. We understand this type of change may be a bit tenuous at the inception,
but it is an important initiative towards sustaining financial viability and ensuring
our facilities can continue to meet the healthcare needs of our communities. Other
systems within our region are adopting similar practices.

Please remember that an appeals process is in place for exceptional cases. If the
ordering physician wishes to initiate an appeal, he or she may contact the Chief
Medical Officer of the facility in question, Thank you for your understanding and
cooperation as we work to create an environment that is sustainable, both for
patients and providers. If you have questions, please contact one of the MSHA

officials listed below.

Sincerely,

;ZZZivnéiiq,éﬁTEZﬁ;é;}ﬁoub:>

Morris H. Seligman, MD, FACP
SVP/Chief Medical Officer,
Mountain States Health Alliance

SeligmanMH®@msha.com | 423-302-3373

ﬂ%f s

Douglas Edema, MD
President/Chief Executive Officer
Mountain States Medical Group

EdemaDA@msha.com | 423-915-5195

400 North State of Franklin Road Johnson City, Tennessee 37604-6094 Telephone 423.431.6111



o

Jim Paskert, MD
VP/Chief Medical Officer
MSHA Washington County, TN Operations

Pagkert]P@msha.com } 423-431-1061

s2ad

Frank Lauro, DO, FACC, FACOI
VP/Chief Medical Officer,

Indian Path Medical Center / Mountain
States Medical Group

LauroF]@msha.com | 423-202-0256

0/;5 =

Clay Runnels, MD
AVP/Medical Director of Emergency Svcs
Mountain States Health Alliance

RunnelsCW@msha.com | 423-431-1983

= fhag lw Ml

Hughes Melton, MD

VP/Chief Medical Officer,

MSHA Virginia Operations
MeltonSH@msha.com | 276-971-6302
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OiService®

The Business of Sefence”

Medical Care PLLC
1500 West Elk Avenue
Elizabethton, TN 37643

Reconditioned GE Signa 1.5T 12x EXCITE 8-Channel MRI Scanner
Equipment Quotation

Prepared By:
Will Hengemubhle, Jr.
December 17, 2012
843.568.9865 Cell



QiService®

AGREEMENT NUMBER: 121712-WH
DATE: December 17, 2042

Reconditioned GE Signa 1.5T 12x Excite 8-Channel MRI

Hardware Summary
= CX-K4 5T Actively Shielded Short Bore Maguet
= 15T Excite HD EchoSpeed Plus 8-Channel Electronics with Phased Array
= ACGD Plus Gradient Driver 33 mT/m, Slew Rate 120

*  Excite Digital RF System

*  Detachable Patient Table

= P Linux Dual Processor Workstation/Operator Console w/ Color LCD Monitor

= Veclor 400 Recon Module (Vector 800 available as an option)

Coils

»  8-Channel CTL Spine Array Coil = 4-Channel Shoulder Array Coil

®  §-Channel Body Coil = Quad Extremity Coil w/ Chimney

=  8-Channel Neurovascular Array =  General Purpose Flex Coil (x2)

= 4-Channel Torso Array Coil s Dual TMJ Coil and Dual Array Adaptor

= Breast Coil
12x Software and Options Summary

= EXCITE ScanTools 12x Sollware
= Spin Echo, Fast Spin Echo

= Gradient Echo, Fast Gradient Echo
= Time of Flight, Phasc Contrast

»  Ticho Ptanar Pulse Sequence

FuncTool, ClariView
ConnectPro (Modality Worklist)
Performed Procedure Step

Multi Planar Volume Reformat
Interactive Vascular Imaging

Advanced Neuro Imaging — LchoPlus, 3D Fiesta, Fiesta—C, Asset
Advanced Body and Breast Imaging — Asset, Firm, Fame, Special, 2D Fat Sat Fiesta, LAVA
Vascular Imaging — SmartPrep, SmartStep, Elliptic Centric, FITMRA

Cardiact Imaging — iDrivePro Plus, FastCine, FastCard, 21} Fiesta, 3D Fat Sat IFiesta

Other Ttems
= Main Disconnect Panel
= Note: Installation of the above by licensed contractors

*SUBJECT TO AVAILABILITY**
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PURCIIASE AND SALE AGREEMENT
(EQUIPMENT)

Oxford Tnstroments Service LLC ("QI SERVICE™), located at 1027 SW 30" Avenue, Deerlield Beach, FL 33442, hereby
agrees to sell; and Medical Care PLLC ("PURCHASER"), located al 1500 West Elk Avenue Elizabethton, TN 37643, hereby
agrees to purchase the equipment described below (*Equipment”) in accordance with the terms and conditions forth below in this
Agreement and the standard terms and conditions set forth in FExhibit A, attached hereto and incorporated to this Agreement by
reference:

PURCHASE PRICE: Three Hundred and Nincty-Nine Thousand Dellars, (3399,000.00) (“Purchase Price”). 7he Purchase
Price and any other amounts payable under this Agreement shall be paid in U.S. Dollars by the wire transfer of immediately available
funds to bank account dirceted by Ol SERVICE,

EXECUTION OF AGREEMENT AND DEPOSIT BY PURCHASER: PURCHASER shall return an cxeculed Agreement to Ol
SERVICE on or before March 1, 2013, along with a deposit of $119,700.00 (30% of Purchase Price) via wire transfer of immediately
available funds to a bank account directed by Ol SERVICE. [f PURCHASER fails to execulc this Agreement and pay the deposit
prior to such date, the terms and conditions set forth in this Agreement shall be null and void.

PAYMENT TERMS: The Purchase Price shall be paid as follows: (i) 30% of the Purchase Price upon the execution of this
Agrecment; (ii) 60% upon written notice of shipment to PURCIHASER s site and prior to delivery of the Equipment to the
PURCHASER?’S site; and (iii) 10% upon the first use of the Equipment, but no later than 30 days afier the delivery of the
Equipment.

REFURBISHMENT: Refurbishing of Equipment includes inspecting all mechanical parts and adjusting or replacing parts if
necessary, along with professional cleaning and painting 1o look like new.

LIMITED WARRANTY: The limited warranty provided by Ol SERVICE shall be governed pursuant to the terms and conditions
set forth an Exhibit “A™ attached hereto and made a part hereof.

[ivery attempt has been made to assurc complete and accurate system specitications to the best of our ability.

INSTALLATION, TURNOVER AND ON-SITE APPLICATIONS TRAINING: The installation and turnover of the Equipment,
atong with applications training shall be governed pursuant to (he terms and conditions set forth on Exhibit “A” attached hereto and
made a part hereof.

DELIVERY DATE: The Equipment shall be de-installed and delivered on or before June 1, 2013("Delivery Date™) at 1500 West Elk
Avenue Clizabethion, TN 37643 . O SERVICE shall pay all transportation costs.
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ACCEPTANCE QF TERMS AND CONDITIONS: OI SERVICE and PURCHASER have carelully read the terms and conditions of
this Agreement and its Standard Terms and Conditions. The undersigned are duly authorized to execute this Agreement on behalf
PURCHASER and OI SERVICE,

The Bustness of Science’

“0] SERVICE” “PURCHASER”
Oxford Instruments Service LLC Medical Care PLLC TAX [ID No.:
BY: BY:
Jeffrey D. Fall Purchaser Signature
INT: INT:
DATE: DATE:
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The Business of Seience®

EXTHBET A
STANDARD TERMS AND CONDITION

1. INCORPORATION OF ADDITIONAL TERMS AND CONDITIONS: ‘This Exhibit is an integral part of O SERVICE's
offer to sell the Equipmenl to PURCHASER. By signing the Agreement and the Exhibit and returning it to O SERVICE,
PURCHASER hereby aceepts all of the terms and conditions set forth in this Agreement, including, but limited to the terms set forth
in this and any other Exhibit.

2. DEFAULT:

(a) 1f Ol SERVICE fails to deliver the Equipment within (45) days after the Delivery Date, then PURCHASER shall
have the right to cancel this Agreement and receive a full refund of any and all funds paid to O SERVICE, including, but limited to all
deposits and prepayments. The alorementioned refund shall be PURCHASERs sole and exclusive remedy.

(b) IfPURCIIASER fails to comply with the payment terms deseribed on the first page ol this Agreement, and such
non-payment continues for a period of five (5) afler such payment due dale, then in addition to any and all rights and remedies
available to OI SERVICE at law or equity, O SERVICE shall have the right to cancel this Agreement and retain any and all funds
paid to Ol SERVICE, including, but limited to all deposits and prepayments.

(c) In the event O1 SERVICE agrees to aceept multiple payments to satisfy the Purchase Price which shall be paid over
a period of time, PURCHASER hereby grants Ol SERVICE a purchase money security interest under the UCC in all Equipment to
secure full payment ot such goods is received. PURCHASER shall execute any documents required by Ol SERVICE to perfect such
sceurity interest in the Equipment, and where permitted PURCHASER hereby authorizes Ol SERVICE lo sign and file the same
without PURCHASER's signature. PURCITASER agrees to pay any and all expenses related to the preparation and {iling of such
documents.

3. TRANSFER OF TITLE: Upon Ol SERVICE's’ receipt of the full Purchase Price, O1 SERVICIE shall assign, transfer and
convey all of its right, title and interest in the Equipment to PURCHASER, frec and clcar of all liens and encumbrances.
4, INSTALLATION, TURNOVER AND ON-SI'TE APPLICATIONS TRAINING:

(a) Ol SERVICE shall provide PURCHASER with site planning assistance including preliminary/[inal room

drawings. O SERVICE shall only perform commercially normal installation. There will be no special rigging requirements such as
the use of cranes. The PURCHASER agrecs to pay upon receipt of invoice from OI SERVICE any amount above $7,500 {or rigging
of the Equipment into the site of instaltation.

(b) PURCHASER shall be responsible to prepare (he site in accordance with the site plan and the specifications
of the Original Equipment Manufacturer (OI3M). All applicable, licenses and/or permits shall be the responsibility of the
PURCHASER.

(c) Ol SERVICE shall provide 7-days on-site applications fraining. The training schedule is generally 4-5 days
following the turnover ol the Equipment, and 2-3 days follow up. Training is approved for CEU’s.

(d) The {ollowing Service shall not be provided by Of SERVICE:
() R¥F Room and Shielding

(i) Installation of air condilioning unils, water chillers, and electrical panels and related equipment
and environmental which shall be performed by licensed contractors hired by PURCITASER.

(iii) Site modifications and renovations to the installation site as would be required by Original
Equipment Manufacturer (QEM) specilications.
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The Business of Science™

(e) The procedure for the installation and turnover of the Equipment, along with on-site applications training is
as follow:

0] Upon the delivery of the Equipment and upan PURCHASER’s completion of site preparation, Ol
SERVICE shall commence installation the Equipment (in accordance with the provision set forth in paragraphs (a) and (b) above);
provided thal if Purchaser delays the installation of the Equipment or the site has not been properly prepared by Purchaser for
installation within 5 business days of the Delivery Date, then the installation and turnover of the Equipment shall be deemed accepted.
Further, shall pay Ol SERVICE a storage [ee in the amount of $2,000.00 per month (plus the cost of any cryogens required to keep the
magnet cold while in storage), and such fees shall be due and payable prior (o the delivery and installation of the Equipment at the site.

(i1) Ol SERVICE shall schedule and provide Purchaser’s employces with application training for the
Equipment(in accordance with the provision set forth in paragraph (c) above) upon completion of the installation of the Equipment;
provided however, if Purchaser delays the application training by more than 5 business days, then the installation and turnover of the
Equipment shall be deemed acceptled.

(iit) Upon completion of the installation of the Equipment and the applications training, Ol SERVICE
shall provide Purchaser with a Certificate of Acceptance which shall provide that: (A) the Equipment has been properly installed and
the Equipment meets or excecds the original specifications of the original equipment manufacturer, and (13) the application training has
been completed.

(iv) Purchaser shall have 5 business days from the receipt of the Certilicate of Acceplance Lo provide
Ol SERVICE with cither: (A) written acceptance to the installation and turnover of the Equipment; or (13) provide O SERVICE with
written notice which describes any issues relating to the Equipment’s conditions or specifications, the installation of the Lquipment or
the application training,.

(v) If Purchaser fails to provide Ol SERVICE with a written response to the Cerlificate of Acceptance
in accordance with subparagraph (iv) above, then the installation and turnover of the Fquipment shall be deemed accepled.

5. RISK OF LOSS: The risk of loss from any damages or casually 1o the Equipment shall passes from Ol SERVICE to

PURCHASER when the Equipment is duly delivered to the transportation carricr or the Equipment is picked up by the transporlation
carrier.

6. LIMITED WARRANTY:

(a) Subject to the provisions set forth below, O SERVICE shall provide a limited warranly for a 12 month period
commencing on the earlier of: (i) acceptance of the Equipment by PURCHASER (in accordance with the terms sct forth on Exhibit
“A™), or (ii) {irst clinical use and billing of patient ("Warranty Period"). The warranty coverage period is M-F, 8am—>5pm, excluding
holidays.

(b) Ol SERVICE warrants that the Equipment is free from defects in material or workmanship under normal use and
service. There shall be no warranty on consumables. The limited warranty shall cover all parts and labor (surface coils and cryogens —
which shall not exceed 1000 liters).

(c) Any Equipment found to be defective during the "Warranty Period shall be repaired or replaced free of charge,
provided that PURCHASER satisfies all of the {ollowing conditions: (i) PURCHASER gives written notice of the defect (with
reasonable relevant information) to Of SERVICE as soon as reasonably practicable and within the Warranty Period; (ii) the Equipment
has been used solely for its proper purpose and in accordance with the operating instructions specilied by the original equipment
manufacturer (including, but not limited to meet or exceed the proper power requirements in accordance with the specifications of the
original equipment manufacturer and all HVAC requirements); (iii) the defecl has not been caused by fire, accident, misuse, neglect,
incorrect installation by PURCHASER or its customers, agents ot servants, (iv) there has been no unanthorized alteration, repair or
maintenance or the use of sub-standard consumables; (v) the defeet has not arisen from any design, specification, component or
material supplied by or on behalf of PURCHASER; (vi) no part of the Equipment has been replaced with a part not supplied or

FN ST

Form F1Q5 | MRI Turnkey | Rev. A Effective: 2012-03-07 Page 60of9



iService®

The Business of Science”

approved by Ol SERVICE; ((vii) all repairs to the Equipment have been made by personal of Ol SERVICE or approved by Ol
SERVICE; (viii) PURCHASER has made all payments duc and owing to Ol SERVICE.

In the event PURCHASER fails to meet the requirements set forth in sub-paragraph (c)(ii) above, OI SERVICE shall have the
right to impose additional charges to PURCHASER or void the limited warranty set forth herein, as provided by O SERVICE in its
sole discretion,

(d) PURCHASER shall be liable for any costs incurred by O SERVICE in responding to claims caused by operator
error or incorrect application or other default of PURCHASER or other third party;

(e) PURCIHASER shall pay the costs of all consumables.
() Ol SERVICE, at its sole discretion, shall determine whether to replace or repair the Equipment.

(g) Ifa part fails within this Warranty Period and is replaced or repaired, then the new part will have a warranty period
equal to the remaining period of the part that failed.

(h) Ol SERVICE, al is option and sole discretion, may repair the Equipment at the sitc of PURCHASER or direct
PURCHASER to have the Equipment returned to Ol SERVICE's premises. 1€ repairs are made at the Jocation of PURCHASER, Ol
SERVICE will not charge for the cost of materials or labor but will, at its discretion, charge travelling and subsistence expenses
incurred by Ol SERVICE's representatives; and

(i) PURCHASER shall accord Ol SERVICE and its representatives or agents sufficient and timely access to the
Equipment 1o enable its stalt 1o inspect and adjust, repair, remove ar replace the agents sullicient and timely access to the Equipment

to enable its staff to inspect and adjust, repair, remove or replace the Equipment; and

() THIS WARRANTY 1S GIVEN IN LIEU OF ALL OTHER WARRANTIES, EXPRESS OR IMPLIED,
INCLUDING WARRANTIES OF MERCHANTABILITY, DESCRIPTION AND FITNESS FOR PARTICULAR PURPOSE.

78 LIMITATION OF WARRANTIES AND LIABILITY, HOLD HARMLESS:

(a) PURCHASER ACKNOWLEDGES THAT OI SERVICE DID NOT MANUFACTURE THE EQUIPMENT, AND
THAT EXCEPT AS SET FORTIH HEREIN, O] SERVICE MAKES NO REPRESENTATION OR WARRANTY, EXPRESS OR
IMPLIED, INCLUDING ANY [MPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR USE,
WITH RESPECT TO THE EQUIPMENT. THIS AGREEMENT STATES Ol SERVICE'S ENTIRE OBLIGATION WITH
RESPECT TO THIS TRANSACTION. EXCEPT AS SET FORTH HERIN, Ol SERVICE PROVIDES NO WARRANTY OF
OPERABILITY AND WILL. HAVE NO LIABILITY FOR ANY FAILURE OF THE EQUIPMENT AFTER PURCHASER OR ITS
AGENTS TAKE TITLE AND BEGIN DEINSTALLATION. IN NO EVENT WILL Ol SERVICEOR ITS AGENTS BE LIABLE
FOR ANY CONSEQUENTIAL OR INCIDENTAL DAMAGES, INCLUDING LOSS OF USE, PROJECTED PROFITS, OR
OTHER FINANCIAL LOSSES DERIVING FROM THE SALE OR USE OF THE ABOVE MENTIONED EQUIPMENT, NOR
SHALL OI SERVICEOR ITS AGENTS BE LIABLE FOR ANY DAMAGES FOR BODILY INJURY.

(b) PURCHASER AGREES TO INDEMNIFY, DEFEND, AND HOLD HARMLESS O SERVICE AGAINST ANY
AND ALL CLAIMS JUDGMENTS, COSTS (INCLUDING ACTUAL ATTORNEY FEES), EXPENSES, OR OTHER LOSSES TO
ANY PERSON, GROUP OR ENTITY, DERIVING FROM OI SERVICE'S SERVICE. IN THE EVENT THAT THE TRANSFER I8
NOT COMPLETED FOR ANY REASON, INCLUDING FORCE MAJEURE, ACTS OF WAR OR GOD, OR WITHDRAWAL OF
THE BQUIPMENT FOR SALE, THE SOLE LIABILITY OF OI SERVICE SHALL BE LIMITED TO THE RETURN OF ALL
MONJES ALREADY PAID TO Ol SERVICE BY PURCHASER, INCLUDING DEPOSITS. PURCIASER WILL HAVE NO

Form F105 | MRI Turnkey | Rev. A Effective: 2012-03-07 Page 7 of 9



OiService®

OTHER REMEDY UNDER LAW FOR ANY REASON WHATSOEVER, INCLUDING BUT NOT LIMITED TO LOSS OF USE
OR DERIVATIVE PROFITS OR ANY OTHER DAMAGES.

The Business of Science?

4. SOFTWARE.

(a) PURCHASIER acknowledges and agrees that O SERVICE has no rights, titles, and interest in and to software
relating to the Equipment, and that O SERVICE has no right to grant any licenses thereunder. PURCHASER further acknowledges
and agrees (hat all, rights, title and interest in such software remains with the original equipment manufacturer (“OEM™),

(b) 01 SERVICE make no representations and warrantics to PURCHASER that the soflware was properly installed in
the Equipment and that it will perform substantially as described in the OEM’s specification for the Equipment.

(¢) By exccuting this Agreement, the PURIIASER hereby designates Ol SERVICE as PURCHASER s attorney in fact,
with full power and authority to act on PURCHASER’s behalf with the OEM in connection with obtaining the necessary software
from the OEM to operate, repair or maintain the Equipment.

9. TAXLES: Any sales, use, property, or other taxes or regulatory lees applicable (o this transaction will be in addition to
the purchase price quoted, and shall be due and payable by PURCHASER. PURCIASER shall provide to Ol SERVICE proof of any
claimed exemplion {rom the foregoing ilems.

10. SUBCONTRACTORS: Ol SERVICE reserves the right (o utilize sub-contracts for any of the required 1o meet its
obligations under this Agreement.

11, APPLICABLE LAW, ARBITRATION, LITIGATION, JURISDICTION, AND VENUE:

() This Agreement shall be governed by and interpreted by the laws of the State of Massachusetts. Any Controversy or
Claim arising out of or in relation to this Agreement, or breach thereof, shall be submitted 1o binding arbitration. Any such arbitration
shall be conducted in accordance with the Commercial Arbitration Rules of the American Arbitration Association, but not necessarily
administered by the American Arbitration Association. The venue of any such arbitration shall be the State of Massachusetts.  Any
controversy will be submitled 1o a pancl of three arbitrators. PURCHASER and Ol SERVICE shall each select onc arbitrator and
those arbitrators shall sclect a third arbitrator. Any arbitrator must be a member of the Massachusetts Bar Association. The fees for
the arbitrators will be levied as follows: PURCHASER and Ol SERVICE will each be responsible for paying the respective fee of the
arbitrator they selected. PURCHASER and O] SERVICE will each pay fifty percent (50%) of fees charged by the third arbitrator.
Judgment upon the award rendered by the arbitrators may be entered and enforced by any court having jurisdiction. The prevailing
parly in arbitration shall be awarded all costs incurred in connection with the pursuit of its claims, including filing fees, arbitrators'
fecs, and rcasonable attorney fees.

(b PURCIHASER hereby consents 1o personal jurisdiction in the State of Massachusetts and to venue in the county or
federal district in which Q1 SERVICE maintains its hcadquarters.

12. ENTIRE AGREEMENT, NON-CANCELLATION: This Agreement (and all cxhibits) rcpresents the entire
agreement between the parties, is a final expression of that agreement, is non-cancelable, and supersedes any previous oral or writien
agreements between the parties. Any changes must be in writing signed by both parties. This Agreement will not be binding until
signed by both parties, and can be withdrawn by either party at any time, without notice, prior to signature by either party.

13. MISCELLANEOUS PROVISIONS:

(a) Paragraph headings used in this Agreement are of no legal effect;

(b) If any provision contained in this Agreement is determined Lo be invalid, illegal or otherwise unenforceable, the
remaining provisions shall be fully enforceable;

(¢) Any forbearance by cither party from enforcing any term of this Agreement shall not constitute a waiver of any right
under this Agreement, unless stated in writing;

Form F105 | MRI Turnkey | Rev, A Effective: 2012-03-07 Page 8 of 9
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(d) This Agreement may be executed in one or more counterparts, each of which shall be deemed an original, but all of
which together shall constitutc one and the same agreement. A copy of a signature received through telefax transmission or other

electronic means (including in Adobe pdf or similar format) shall bind the party whose signature is so received as if such signature
were an original;

(e) PURCHASER may not assign any of its tights or obligations under this Agreement without the prior wrilten consent
of Ol SERVICE which consent shall not be unreasonably withheld;

(f) All Exhibits to this Agreement are expressly made a part of this Agreement as fully as though completely set (orth
in this Agreement;

01 SERVICE and PURCHASER do each hereby agree and accept the terms and conditions sct forth in this Exhibil,

“0O1 SERVICE” “PURCHASER”
Oxford Instruments Service LLC Medical Carc PLLC TAX ID No.:
BY: BY: ) )
Jeffrey D. Iall Purchaser Signature
INT: IN'T: .
DATE: DATE:
A s 12 S : ; s . - e

Form F105 | MR! Turnkey | Rev. A Effective: 2012-03-07 Page 90of9
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MRI HEAD W/O CONTRAST

MRI HEAD W/ CONTRAST

MRIHEAD W/ & W/O CONTRAST

MRI CHEST W/O CONTRAST

MRI CHEST W CONTRAST

MRI CHEST W & W/O CONTRAST

MRI CERVICAL SPINE W/O CONTRAST

MRI CERVICAL SPINE W/ CONTRAST

MRI THORACIC SPINE W/O CONTRAST

MRI THORACIC SPINE W/ CONTRAST

MRI LUMBAR SPINE W/O CONTRAST

MRI LUMBAR SPINE W/ CONTRAST

MRI C SPINE W/ & W/O CONTRAST

MRI T SPINE W/ & W/O CONTRAST

MRI L. SPINE W/ & W/O CONTRAST

MRI PELVIS W/O CONTRAST

MRI PELVIS W CONTRAST

MRI PELVIS W & W/O CONTRAST

MRIUPPER EXTREMITY W/O CONTRAST

MRI UPPER EXTREMITY W CONTRAST

MRI UPPER EXTREMITY W & W/O CONTRAST

MR] UPPER EXTREMITY JOINT W/O CONTRAST

MRI] UPPER EXTREMITY JOINT W CONTRAST

MRI UPPER EXTREMITY JOINT W & W/O CONTRAST

MRI LOWER EXTREMITY W/O CONTRAST

MRI LOWER EXTREMITY W CONTRAST

MRI[ LOWER EXTREMITY W & W/O CONTRAST

MRI LOWER EXTREMITY JOINT W/O CONTRAST

MRI] LOWER EXTREMITY JOINT W CONTRAST

MRI LOWER EXTREMITY JOINT W & W/O CONTRAST

MRI ABDOMEN W/O CONTRAST

MRI ABDOMEN W CONTRAST

MRI ABDOMEN W & W/O CONTRAST
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“% GE Healthcare Technologies

1.0, Box 414, Miwaukee, W1 53201

JUN 17 2004
510(k) Summary

This 510(k) summary of safety and effectiveness infarmation is submitted in accordance with the
requitements of 21 CFR Part 807.92(¢).

Submitter: GE Healthcare Technologies
PO Box 414
Milwaukee, Wi 53201

Contact Person:  Larry A. Kroger Ph.D.
Manager, Regulatory Programs

Telephane: 262- 544-3894
Fax: 262- 548-4768
Date Prepared: May 28, 2004

Device Name:

GE Signa® Excite 1.5T MR System, and
GE Signa® Excite 3.0T MR System
Magnetic Resonance Diagnostic System, 21 CFR 892.1000, 90-LNH

Marketed Device:

The Signa® Excite 1.5T MR System is substantially equivalent to the currently marketed
Signa® 1.57 Infinity MR system (K0136386) with the main differences being a change to the
receive chain architecture that includes sixteen independent receive channels, and allows for
fulure expansion in 16 channel increments.

The Signa®” Excite 3.0T MR System is substantially equivalent to the currently marketed
Signa® 3.0T Infinity with Excite Technology MR system (K030874) with the main differences
being a change 1o the receive chain architecture that includes sixteen independent receive
channels, and allows for future expansion in 16 channel increments.

Device Description:

The Signa™ Excite 1.5T and 3.0T Magnetic Resonance Systems are a modification to the
previously cleared MR systems KO13636, and K030874 which ulilizes a superconducting
magnel lo acquire 2D single-slice and multi-slice, and 30 volume images, The Signa” Excite
1.5T and 3.0T Magnetic Resonance System leatures a superconducting magnet operating at
either 1.5T, or 3.0T. The data acquisition system supports 1, 4, 8, 16 independent receive
channels and multipte independent coil elements per channel during a single acquisilion
series. Additionally, the system architecture is designed for expansion in 16 channel
increments. The system can image in the sagillal, coronal, axial, oblique and double oblique
planes, using various pulse sequences. Images are aceuired and reconstructed using 2D and
30 Fourier transformation techniques. The system is intended for high-resolution anatomical
applications, short scan limes, and multinuclear spectroscopy.



GE Healthcare Technologies
o ' o " P.0, Box 414, Miwaukee, Wi 53201

indications for Use:

The GE Signa® Excite MR system is a whole hady magnelic resonance scanner designed lo
support high resolution, high signal-to-noise ratio, and short scan times. The Signa” Excile MR
system is indicated for use as a diagnostic fmaging device to produce axial sagittal, coronal
and oblique images, spectroscopic images, and/or spectra, dynamic images of the internal
structures and organs of the entire body, including, bul not limited to, head, neck, TMJ, spine,
breast, heart, abdomen, pelvis, joinls, prostate, blood vessels, and musculoskeletal regions of
the body. The images produced by the Signa® Excite system reflect the spatial distribution of
protons (hydrogen nuclei) exhibiling magnetic resonance. These images and/or spectra when
interpreled by a trained physician yield information that may dssist in diagnosis.

Comparison with Predicate Device:

The Signa® Excite 1.5T and 3.0T MR Systems are a modification of the previously cleared MR
systems K013636, and K030874 with the main differences being the change to the receive
chain architecture that includes sixteen independent receive channels, and allows for future
expansion in 16 channel increments.

Summary of Studies:

The Signa” Excite 1.5T and 3.0T Magnetic Resonance Systems were evaluated to the
appropriate NEMA performance standards as well as the IEC 60601-1 International Medical
Equipment Safely standard and |EC 60061-2-33 Parlicular Requirgments for Safety of
Magnetic Resonance Equipment for Medical Diagnosis. The Signa® Excite 1.5T Magnetic
Resonance System is comparable to the currently marketed Signa® 1.5T Infinity Magnetic
Resonance System. The Signa® Excite 3,0T Magnelic Hesonance System is comparable to
the currently marketed Signa‘FD 3.07T Infinity with Excite Technology Magnelic Resonance
System.

Conclusion:

It is the opinion of GE that the Signa® Excite 1.5T Magnelic Resonance System is substantial%
equivalent to the Signa® 1.5T Infinity Magnetic Resonance Syster. Usage of the Signa
Excite 1.5T Magnetic Resonance System does not result in any new potential hazards.

it is the opinion of GE that the Signa® Excite 3.0T Magnetic Resonance System is substantially
equivalent to the Signa‘f” 3,07 Infinity with Excite Technology Magnetic Resonance System.
Usage of the Signa® Excite 3.0T Magnetic Resonance System does not resuft in any new
potential hazards.

B-3
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
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JRETEI

: food and Drug Administration
9200 Gorporate Boulevard
Rockville MO 20850

JUN 17 2004

Larry A. Kroger, Ph.D. Re: K041476

Senior Regulatory Programs Manager Trade/Device Name: GE Signa® Excite 1.57T MR Syster,
GIE Healthcare Technologies ' and GE Signa® Excite 3.0 MR Systen
P.0O. Box 414 W-400 Regulation Number: 21 CFR 892.1000

MILWAUKEE WI 53201 Regulation Name: Magnetic resonance

diagnostic device
Regulatory Class: T
Product Code: 90 I.NH
Dated: May 28, 2004
Received: June 3, 2004

Dear Dr. Kroger:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application ("MA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act inciude requirements for annual registration, fisting of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration.

If your device is classified (sec above) into either class 11 {Special Controls) or class TII (PMA), it
may-be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act’s requirements, including, but not limited to: registration and listing (21 CER Part
807); labeling (21 CFR Part 801); good manufacturing practice requirements as set {orthin the
quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.



Page 2

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance al one of the following numbers, based on the regulation
number at the 10p of the letter:

8xx. Ixxx (301) 594-4591
876.2xxx, IxXX, 4XXX, SxxX (301) 594-4616
884 .2xxx, Ixxx, 4xxx, Sxxx, 6xxx  (30[) 594-4616
892.2xxx, 3xKxX, 4XXX, XXX (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding
by reference to premarket notification” (21CFR Part 807.97) you may obtain. Other general
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204] or
(301) 443-6597 or at its Internct address http://www.fda.gov/cdrivdsma/dsmamain.html.

Sincerely yours,

eyt Yoo

Nancy C [Jn')gdcm

Dircctor, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



) /(07 /9/7 ﬁ o GE Healthcare Techn‘o!ogies

P.0. Box 414, Mitwaukee, W1 53201

STATEMENT OF INTENDED USE

510(k) Number (if knowny: K8 Y 1Y7¢

Device Name: GE Signa® Excite 1.5T MR System, and
GE Signa® Excite 3.0T MR System

Indications for Use

The GE Signa” Excile MR system is a whole body magnetic resonance scanner desi%ned
to support high resolution, high signal-to-noise ratio, and short scan times. The Signa ?
Excite MR system is indicated for use as a diagnostic imaging device lo produce axial
sagittal, coronal and oblique images, spectroscopic images, and/or spectra, dynamic
images of the internal structures and organs of the enlire body, including, but not limited to,
head, neck, TMJ, spine, breast, heart, abdomen, pelvis, joints, prostale, blood vessels, and
musculoskeletal regions of the bady. The images produced by (he Signa® Excile system
rellect the spalial distribution of protons (hydrogen nuclei) exhibiting magnelic resonance.
These images and/or spectra when interpreted by a trained physician yield information that
may assist in diagnosis.

(PLEASE DO NOT WHITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE Iff NEEDED]

Concurrence of CDRH, Otfice of Device Evaluation (ODE)

/

Prescription Use _ ___
(Per 21 CFR 801-109)

OR Over-The-Counter Use__

K%W‘f A /.6},4%_

{Division Sign-Off}
Diviston of Reproductive, Abdominal,

an< Radiological Devices -
03Ky Number K[\?L‘Jm&/
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MRI1 +» Original Research

ACR Guidance Document for
Safe MR Practices: 2007

wre are potential risks in the MR
environment, not only for the pa-
ient {1, 2] but also (or the accom-
anying Camily members, allend-
ing health care professionals, and others who
find themselves only occasionally or rarely in
the magoctic lields of MR scanners, such as
securily or housckeeping personnel, lirelight-
ers, police, ete. [3—6]. There have been reports
in the medical literature and print media de-
Lailing magnelic resonance imaging (MRI)
adverse incidents involving patients, cquip-
ment, and personnel that spotlighted the need
{or a galewy review by an expert pancl, To this
cnd, lhe Anterican College of Radiology
(ACR) originally formed the Blue Ribbon
Panel on MR Salcty. First constituted in 2001,
the panel was charged with reviewing existing
MR sule practices and guidelines [5-9] and
issuing new ones as appropriate for MR ¢cx-
aminalions. Published initially in 2002 3],
the ACR MR Sale Practice Guidelines estab-
lished de fucto industry standards for sale and
responsible practices in clinical and research
MR cnvironments. These were sabsequently
reviewed and updated in May 2004 |4} Alier

reviewing substantial feedback from the ficld
and installed bases, as well as changes that
had transpired throughout the MR industry
since the publication of the 2004 version of
this document, I1he panel extensively re-
viewed, modified, and updated the entire doe-
ument in 2006-2007.

‘The present pancl consists of the following
members: A, James Barkovich, MD; Charlotie
Bell, MDD (American Sociely of Ancsthesiolo-
gists): James P. Borgstede, MD, FACR; Wil
liam G. Bradlcy, MD, PhD, FACR; Jerry W.
Eroclich, MID; ‘Tobias Gilk, architect; J. Rod
Gimmbel, MD, FACC, cardiologist; John Gos-
bee, MD, MS; Tilisa Kuhni-Kaminski, RT
(RYMR): Fmanuel  Kanal, MD, FACR,
FISMRM (chair); James W. Lester, MD; John
Nyealwis, PhY, Youy Parag, MD; Davicl Joc
Schacler, Ph), engincer; Elizabeth A, Scbek-
Scoumis, RN, BSN, CRN; Jelfrey Weinreb,
MD; Loren A, Zaremba, PhD, DA; Pamela
Wilcox, RN, MBA (ACR stall); Leonard
Lucey, JD, LLM (ACR stalt); and Nancy Sass,
RT (RYMRYCT) (ACR statt), The lollowing
represcnts the most recently modified and up-
dated version of the combined prior two re-

'Department of Radiology, University of Pittsburgh Medical Center, Pittshuegh, PA
Neuroradiology Section, University of Catifornia San Franeisco, San Francisco, CA.
Jamerican Society of Anesthesiologists and Depariment af Anesthesiology, New York University School of Madicine,

New York, NY.
Calarada Springs Radiologists, Colerado Springs, CO

prafessor and Chairman, Department of Radiolugy, University of Calitornia San Diego, San Diege, CA.
5Department of Rudialugy, University of Minnesota, Minneagolis, MN.

TMRI-Planning, Kansas City, MO
8Eqst Tennessee Heart Consultants, Lenoir City, TN.

University of Michigan Health System and Red Forest Consulting, Ann Arbor, MIL

2Chapel Hill, NC.

HDepartment of Flactvical and Computer Engineering, Purdue University, Wesl Lafayette, IN.

2MR Systems Fngineering, GE Healtheaie, Milwaukeu, W1

13yale Univorsity Schoal of Medicine, New Haven, CT.
M1J.S. Food and Drug Administration, Rockville, MD.

Samerican College of Radiolagy, 1831 Preston White Or,, Reston, VA 20191. Address correspendence to N. Sass.



Kanal et al.

ports [3, 4] issued by the American College of Radiology Blue Ribbon
Panel on MR Safety, chaired by Emanuel Kanal, MD, FACR. It is im-
portant 1o note that nothing that appears herein iy the result of & “major-
ity vote™ of the members of this pancl. As with cach prior publication of
these ACR MR Safe Practice Guidelines, the entire docament, lrom in-
troduction to the markedly expanded appendices, represents the unani-
mous consensus of each and every member of (his Safety Commiuee
and the various arcas of expertise that Ihey represenl. This includes rep-
resentation from fields and backgrounds as diverse as MR physicis
search/ucademic radiologists, private practice radiologists, MR safety
experts, palient safely experts/esearchers, MR technologists, MR nurs-
ing, National Electrical Manufacturers Association, the U.S. Food and
Drug Administration (FDA), the American Society of Anesthesiolo-
gists, legal counsel, and others. Lay personnel, physicians, Phlds, de-
partment chairs and housc-stalf/residents, povernment employees and
private practitioners, doclors, nurses, lechnologists, radiologists, ancs-
thesiologists, cardiologists, altorneys—these are all represented on this
Commitlee. It was felt that achieving unanimity for these guidelines was
critical in order to demonstrate to all that these puidelines are not only
appropriate Itor a scientific point of view, bul are reasonably applicable
in the real world in which we all must live, with all its patient care, fi-
nancial, and throughput pressures and considerations.

The following MR sale practice gnidelines document is intended (o
be used as a template for MR facilities 1o follow in the development of
an MR safety program. These guidelines were developed to belp guoide
MR practilioners regarding these issucs and to provide a basis Lor them
to develop and implement their own MR policics and practices. It is in-
tended that these MR safe practice guidelines (and the policies and
procedures W which they give rise) be reviewed and updated on a reg-
olar basis as the ficld of MR safety continues (o evolve.

The principles behind these MR safe practice guidelines are specil-
ically intended to apply not only lo diagnoslic settings bul also (o pa-
tient, rescarch subject, and health care personnel safety For all MRI set-
tings, including those designed for clinical diagnostic imaging,
rescarch, interventional, and intraoperative MR applications,

With the increasing advent and use of 3.0-Tesla and higher sirength
magnets, users need 1o recognize that one should never assume MR
compatibility or sulety information about a device if it is not clearly doc-
umented in writing. Decisions buased on published MR safety and com-
patibility ¢laims should recognize that all such claims apply only Lo spe-
cifically tested condilions, such as static magnetic field strengths, static
gradient magnetic Neld strengths and spatial distributions, and the
strengths and rates of change ol gradient and radiofrequency (RF) mag-
netic {ields.

Finally, there are many issues that impact MR safety that should be
considered during site planning for a given MR jnstallation. These
have historically not been dealt with in the prior versions of the ACR
MR Safe Practice Guidelines. For the first time, we include in this ar-
licle, as separate appendices, sections that address such issucs as well,
including eryopen cmergency venl locations and pathways, 5-gauss
lines, siting consideralions, patient access pathways, ele. Yel despite
their appearance herein, these issues, and many others, should be re-
viewed with those experienced in MR site planning and familiac with
the patient safety and patient Mow considerations prior to commilling
(o construction of a specilic site design. [nthis regard, enlisting the as-
sistance of an architectural finm experienced in this arca, and doing so
carly in the design stages of the planning process, may prove most
valuable.

Itremains the intent of the ACR thatthese MR Safe Practice Guidelines
will prove helpful as the ficld of MR1 continues [0 evolve and mature, pro-
viding MR services that are among the most powerful, yel salest, of all di-
agnostic procedures to be developed in the history of madern medicine.

ACR Guidance Document for Safe MR Practices; 2007

A. Establish, lmplement, and Maintain Current MR Safety
Policies and Procedures

1. All clinical and rescarch MR sites, irrespectlive ol magnet format or
ficld strength, including installatons for diagnostic, rescarch, in-
terventional, andfor surgical applications, should maintain MR
salety policies.

2. Thesc policies and procedures should also be reviewed concurrently
with the introduction of any signilicant changes in safety parameters
ol the MR environment of the site (e.g., adding faster or stronger gra-
dient capabilitics ov higher RF duly cycle studies) and updated as
needed. In this review process, national and international slandards
and recommendations should be laken inlo consideration prior to es-
(ablishing local guidelines, policies, and procedures.

3. Bach site will name an MR medical director whose responsibilities
will include ensuring (hat MR safe practice guidelines are cstablished
and maintained as current and appropriate for the site. [0is the respon-
sibility of the site’s adiministration o ensure that the policies and pro-
cedures that result from these MR safe practice guidelines are imple-
mented and adhered to at all times by all of the site’s personnel.

4, Proccdures should be in place to ensure (hal any and all adverse

cvents, MR safety incidents, or “near incidents” that oceur in the
MR site are reported 1o ibe medieal director in a timely lashion
(c.g., within 24 hours or | business day of thejr occurrence) and
used in comtinuous quality improvement elfors. [t should be
stressed that the Food and Dring Administration states that it is in-
cumbent upon the sifes (0 also report adverse events and incidents
o them via their MedWatch progeam. The ACR supports (his re-
quirement and feels that it is in the ultimate best inlerest of all MR
praciilioners (o create and maintain this consolidated dalabase of
such evenls to help us all learn aboul them and how 1o better avoid
them in the futare [10, U]

B. Static Magnetic Field Issues: Site Access Restriction
1. Zoning

The MR site is conceptually divided into four Zones (sce Figure

I and Appendix 1)z

a. Zane I: This region includes all areas that are freely accessible
to the general public. This arca is typically outside the MR en-
vironment itself and is the arca throngh which patients, health
care personnel, and other employees of the MR site access the
MR covironment.

h. Zone [[: This area is the interface between the publicly aceessi-
ble, uncontrolied Zone [ and the strictly controlled Zones I
and IV, Typically, putients are greeted in Zone 1l and are not free
10 move throughout Zone I at will, but are rather under the su-
pervision of MR persouncl (see seclion B.2.b, below). Ttis in
Zone 11 that the answers to MR screening questions, patien! his-
lories, medical insurance questions, ele. are lypically obtained.
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Fig. 1—Idealized sample floor planillustrates site access restriction considerations.
Other MR polenlial safety issues, such as magnet site planning relaled Lo (ringe
magnelic field consideralions, are notmeant to be inciude herein. See Appendix 1 for
persannel and zono definitions. Note—In any zone of the facility, there should be
compliance with Health Insurance Portability and Accountability Act (HIPAA)
regulations in regard to privacy of patientinformation. However, in Zone 11}, there
should be a privacy barrier so that unauthorized persons cannot view control panels

c. Zone TM1: This arca is the region in which free access by un-
screened non-MR persounel or ferromagnetic objects or equip-
ment can resull in serious injury or dealh as a resull of interac-
tions between the individuals or equipment and the MR
scanner's particular environment, These interactions include,
but are not limited (o, those involving the MR scanner’s static
and time-varying magnetic liclds. All access to Zone IITs (o be
strictly resftricted, with access 1o regions within it (including
Zone 1V, see beJow) controlled by, and entirely under the super-
vision of, MR persouncl (see scction B.2.b, below). Specifically
identified MR personnel (typically, but not necessarily only, the
MR technologists) are (0 be charged with ensuring thal this MR
safe practice guideline is strictly adhered to for the salety of the
patients and other non-MR personnel, the hiealth care personncl,
and the eguipment itself. This function of the MR personnel is
directly under the authority and responsibility of the MR med-
ical director or he level 2 MR personnel—designaled (sec sec-
tion B.2.b, below) physician of the day for the MR sitc.

Zone 11 yegions should be physically restricted from gen-
eral public access by, for example, key locks, passkey locking
systems, or any olher reliable, physically restricting method
that can differentiale between MR personnel and non-MR per-
sonnel. The use of combination locks is discouraged as combi-
nations often become more widely distribuled than initially in-
tended, resulting in site restriction violations being more likely
with these devices. Only MR personnel shall be provided free
access, such as the access keys or passkeys, to Zone 1.

There should be no exceptions Lo this guideline. Specifi-
cally, this inclades hospital or site administration, physician, se-
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curity, and other non-MR persounel (see section B.2.c, below).
Non-MR personnel are not 1o be provided with independent
Zone N1 access until such time as they undergo the proper edu-
calion and training to become MR personnet themsclves. Zone
[11, or at the very least the area within it wherein (he static mag-
netic Geld's strengath exceeds 5 gauss, should be demarcated and
clearly marked as being potentially hazardous.

Because magnetic Nelds are three-dimensional volumes,
Zone 111 controlled aceess areas may project through floors and
ceilings of MRI suites, imposing magnetic field hazards on per-
sons on floors other than that of the MR scanner. Zones of mag-
netic ficld hazard should be clearly delincated, even in typically
nonaceupied areas such as rooftops or storage rooms, and ac-
cess 1o these Zone 1T arcas shoudd be similarly restricted from
non-MR personnel as they would be inside any other Zone 111
region associated with the MRI suite. For this reason, magnelic
lield strength plots for all MRI systems should be analyzed in
vertical scction as well as in horizon(al plan, identifying arcas
above or below, in addition (o areas on the same level, where
persons may be al risk of inleractions with the magnetic Jield.

. Zone TV: This arca is synonymous with the MR scanner magnet

raom itselfl, that is, the physical confines of the room within
which the MR scanner is Jocated. Zone 1V, by definition, will al-
ways be located within Zone 11, as it is the MR magnel and iy
associated magnetic field that generates the exislence of Zone
(11, Zone IV should also be demarcated and clearly marked as
being potentially hazardous due to the presence of very strong
magnelic (iclds. As part of the Zone IV site restriction, all MR
installations should provide for direct visual observation by
level 2 personnel (o aceess pathways into Zone 1V, By means of
illustration only, (he MR technologists would be able to divectly
observe and control, via line of sight or via video monitors, the
entrances or access corridors (0 Zone IV (rom their normal po-
sitions when stationed al their desks in the scan conlrol roomn.

Zone TV should be clearly marked with a red light and
lighted sign stating, “The Magnet is On.” Except for resistive
systems, this light and sign should be illuminated at all times
and should be provided with a backup energy source to continue
1o remain iluminated Cor at Jeast 24 hours in the event of a loss
ol power Lo the site.

In case of cardiac or respivatory wrresl or other medical
emergency witlin Zone TV for which emergent medical inter-
venlion or resuscitation is required, appropriately lrained and
cerlificd MR personnel should immediutely initiate basic life
support or CPR as required by the situation w/ile the patient is
being emergently removed from Zone IV to a predelermined,
magnelically safe location. Al priorities should be focused on
stabilizing (e.g., basic Jife supporl wilh cardiac compressions
and manual ventilation) and then evacuating the patient as rap-
idly and salcly as possible from he magnetic environment that
might restrict safe resuscitative efforts.

Further, for logistical safety reasons. the paticnt should always
be moved from Zone [V 1o the prospectively identificd location
where full resuscitative efforts are o continue. (See Appendix 2.)

Quenching the magnel (for supercemducting systems only) is
nol routinely advised for cardine or respiratory arest or other med-
ical emergency, since quenching the magnet and having the mag-
netie field dissipate could easily take wore than a minote. Further-
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more, as quenching a magnet can theorctically be hazardous,
ideally one should evacuate the magnet room, when possible, for
an intentional quench. Once should rather usc that time wiscly Lo ini-
tiate life support measures while removing the patient ftom Zone
1V 10 a location where (he strength of the magnelic ficld is insulli-
cient o be a medical concern, Zones T and TV site access restric-
tion must be maimtained during resuscitation and other cmergent
situations for the protection of all involved.

2. MR personnel and non-MR persaennel

a.

All individuals working within at lcasl Zone I1I of the MR cn-
vironment should be documented as having successfully com-
pleted al least one of the MR safety live lectures or prerecorded
presentations approved by the MR medical director. Atendance
should be repeated at Ieast annually, and appropriate documen-
tation should be provided (o conlirm these ongoing educational
efforts. These individuals shall be referved to hencetorth as MR
persannel.

b. There are two levels of MR personnel:

c.

1. Level L MR personnel: Those wha have passed minimal
safety educational cfforts to ensure their own safety as they
work within Zone 1T will be refermed (o henceflorth as level
I MR personncl.

2. level 2 MR personnel: Those who have been more extensively
trained and educated in the broader aspects of MR sulely issues,
including, lor exanple, issues related to the potential (or ther-
mal loading or burmns and direct neuromuscular excitalion (rom
rapidly changing gradients, will be relerred (o henceforth as
level 2 MR persounel. 1t is the responsibility of the MR medical
director not only o identily the necessary training, bul also to
identify (hose individuals who qualify as Jevel 2 MR personnel.
It is understood that the medical director will have the neces-
sary education and experience in MR safety (o qualify as level
2 MR personnel. (See Appendix 1.}

Al those not having success{ully complied with this MR salety
instruction guideline shall be relecred to henceforth as non-MR
persenncl. Specilically, non-MR personnel will be the lerminol-
ogy used o reler Lo any individual or group who has nol within
the previous 12 months undergone the designated formal train-
ing in MR salety issues delined by the MR safety director of
that installation.

3. Patient and non-MR personnel screening

A,

All nan-MR personnel wishing to enter Zone UF must [irst pass
an MR safely screening process. Only MR personnel are autho-
rized 1o perform an MR safety scrcen before permilting non-
MR personnel into Zone [0,

h. The screening process and screening (orms for patients, non-

MR personnel, and MR personnel should be cssentially identi-
cal. Specifically, onc should assume that non-MR personnel.
health care practitionces, or MR personnel may enter the bore
of the MR imager during the MR imuaging process.

Examples of this might include when a pediatric patient
cries for his mother, who then Ieans into the bore, or when the
anesthetist leans into the bore to manually ventilale a patient in
the event of a problem.

(055

d.

[

Metal detectors
The usage in MR environments of conventional metal delec-

tors which do nol differentiate between ferrous and nonferro-

magnetic materials is not recommended. Reasons for this rec-
ommendation against conventional elal detector usage
include, among others:

. They have varied—and variable--sensilivity settings.

The skills of the operiators can vary.

. Today’s convenlional metal detectors cannot detect, for ex-
ample, a 2 x 3 mm, polentially dangerous ferromagnetic
metal Fragment in the orbit or near the spinal cord or hearl,

4. Today's convenlional metal detectors do not differeniiale
between ferromagnelic and nonferromagnetic metallic ob-
jeets, implants, or foreign bodics.

5. Melal detectors should nol be necessary for the detection of
large melallic objeets, such as oxygen lanks on the guracy
wilh the patieats, These objects are fully expected (o be de-
tected—and physically excluded—during the routine pa-
lient sereening process.

However, ferromagnelic deteclion sysiems are currently
available that are simple (0 aperate, capable of detecting cven
very small ferromagnelic objects external (o the patient, and
now, for the first time, diflerentiating between ferromagnetic
and nonferromagnetic materials. While the use of conventional
meltal delectors is not recommended, the use of ferromagnetic
detection systems is cecommended as an adjunct o thorough
and conscientious screening of persons and devices approach-
ing Zone LV, It should be reiterated that their use is in no way
meanl (o replace a thorough screening practice, which rather
should be supplemented by their usage.

Non-MR personnel should be accompanied by, or under the imme-
diate supervision al and in visual or verbal contact with, one spe-
cilically identificd level 2 MR person Jor the entirety of their dura-
lion within Zone 1T or Zone TV restricted regions, However, it is
acceplable to have non-MR personnel in u changing room or re-
stroom in Zone L without visual contact as Jong as the personnel
and the patient can communicate verbally with cach other.

Tevel 1 MR personnet are permilled unaccompanted access
throughout Zones JILand 1V, Level 1 MR personnel are also explic-
itly permitted to be responsible for accompanying non-MR person-
nel inlo and throughout Zone 111, excluding Zone IV. However,
tevel | MR personnel are nof permitted Lo direetly admil, or be des-
ignaled responsible for, non-MR personnel in Zone IV,

In the event of a shift change, lunch break, cic., no fevel 2 MR per-
sonnel shall relinguish their responsibility o supervise non-MR per-
sonnel still within Zone 1 or Zone TV until such supervision has been
formally transfermed to another of the site’s level 2 MR personnel.
Nanemergent patients should be MR safety—screened onsite by
aminimum of 2 separate individuals. At least one of these indi-
viduals should be level 2 MR personnel. At [cast one of these 2
serecnings should be performed verbally or interactively.

Bmergent patients and their accompanying non-MR personnel
may be serecned only onee, providing the sereening individual is
Jevel 2 MR personnel. There should be no exceptions to this.

Any individual undergoing an MR procedure must remove all

readily removable melallic personal belongings and devices on

or in them (e.p., walches, jewelry, pagers, cell phones, body
picreings [iI' removable], contraceptive diaphragms, metallic

N —
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drug delivery patches [see section [, below], cosmetics contain-
ing metallic particles [such as eye make-up}, and clothing items
that may contain metallic fasteners, hooks, zippers, loose me-
tallic components, ornetallic threads). 1t is therefore advisable
to require that the patients or research subjects wear a site-sup-
plied gown with no metal fasteners when feasible.

All patients and non-MR personnel with a history of’ potential
ferromagnetic foreign object penetration must undergo further
investigation poior (0 being permilted entrance o Zone L Bx-
amples of aceeplable incthods of sereening include patient his-
tory, plain X-ray films, prior CT or MR studies of the ques-
lioned anatomic area, or access 1o wrilten documentation as o
the type of implant or forcign object that might be present. Once
positive identification has been made as (o the type of implant
or [oreign ohjecl thal is within a patient, best-cffort assessments
should be made 1o identily the MR compalibility or MR safely
of the implant or object. Efforts at identification might inctude
writlen records of 1he results of formal testing of the implant
prior to implantation (preferred), product Tabeling regarding (he
implant or object, and review of peer-reviewed publications re-
garding MR compatibilily and MR safety lesting of the make,
maodel, and type of the object. MR safety testing would be of
value only if the object or device had not been allered since such
testing results had been published.

All patients who have a history of orbit trauma by a potential
festomagnelic (oreign body for which they sought medical at-
tention are to have their orbits cleared either by plain X-ray or-
bit films (2 views) |12, 13] or by a radiolopist’s review and as.
sessment of configuous cut prior CT or MR images (obtained
since the suspected traumalic cvent), if available.

Conscious, nonemergent patients and rescarch and volunteer
subjects are to complete writlen MR safety screening question-
naires peior to heir introduction to Zone U, Family or guard-
ians of nonresponsive patientg or of palicnts who cannol reli-
ably provide their own medical histories are 1o complele a
wrilten MR safety sereening questionnaire priov to (heir intro-
duction to Zone 111, These completed queslionnaires arc then 10
be reviewed orally with the patient, goardian, or research sub-

ject in their entirety prior to permitting the patient or research

subject to be cleared inlo Zone 11

The paticnt, guardinn, or rescarch subject as well as the screen-
ing MR stadT member must both sign the completed form. This
form should then become part of the patient’s medical record. No
cmpty vesponses will be accepled—cach question must be an-
swered with a “yes” or “'no™ or specific funher information must be
provided as requesied, A sample pre-MR sereening (orm is pro-
vided (see Appendix 3). This is the minimum information to be ob-
tained; more may be added il the site so desires.
Screening of the paticnt or non-MR personnel with, or sus-
pected of having, an intracrania) ancurysm clip should be per-
formed as per the separatc MR safc praclice guideline address-
ing (his particular topic (see section M, below).
Screening ol patients for whom an MR examination is deemed
clinically indicated or nccessary, but who are unconscious or
untesponsive, who cannot provide their own reliable histories
regarding prior possible exposures to surgery, (rauma, or metal-
lic foreign objecls, and for whoim such histories cannol be reli-
ably obtained from others:
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1. Ifno reliable patient metal exposure history can be oblained,
and if the requested MR examinalion cannol reasonably
wait until a reliable history might be obtained, it is recom-
mended that such paticnts be physically examined by leve)
2 MR personncl. All areas of scars or deformitics that might
be anatomically indicative of an implant, such as on the
chest or spine region, and whose origins are unknown and
which may have been caused by ferromagnelic foreign bod-
ies, implanis, ele., should be subject (o plain-film radiogra-
phy (if recently obtained plain films or CT or MR studies of
such arcas arc not already available). The investigation de-
scribed above should be made to ensure there are no poten-
tially harniul embedded or implanted metallic foreign ob-
jects or devices. All such patients should alse undergo plain
(ilm imaging of the skull or orbits and chest to exclude me-
tallic foreign objects (if recently obtained plain films or CT
or MR studies of such areas are not already available).

2. Moniloring, of patients in the MR scanner is sometimes neces-
sary. The potential for thermat injury from excessive RIF power
deposition exists, Sedated, anesthelized, or unconscions patients
may not be able 1o express symptoms ol such injury. This poten-
tal for injury is greatee on especially higherGeld whole-body
scanners (¢.g., 1 ‘Tesla and above), Distortion of the electrocar-
diogram within the magnetic ficll makes interpretation of the
ECG complex unreliuble, even with filtering used by contempao-
rary monitoring systems. However, routine monitoring of heart
rate and thylthm may be accomplished using pulse oximetry,
which also eliminates the risks of thermal injury from electro-
cardiography. Palients who require ECG monitoring and who
are vnconscious, sedaled, or ancsthetized should be cxamined
afler cach imaging sequence, with potential repositioning of the
ECG leads and any other electrically conductive malerial with
which the patient is in contacl. Alternatively, cold compresscs or
ice packs could be placed upon all necessary electrically con-
ductive material that touches the paticat during scanning,

k. Final determination of whether or not 1o scan any given patienl

with any given implant, forcign body, ele., is (0 be made by the
Tevel 2 MR personnel-designated altending MR radiologist, the
MR ncdical director, ot specifically designated level 2 MR per-
sannel following criteria for acceplability predetermined by Lhe
medical director.

For implants that are strongly {erromagnetic, an obvious
concern is (hat of magnetic translational and rotational forees
upon the implant which might move or dislodge the deviee (rom
its implanted position, If an implanthas demonstrated weak {er-
romagnctic forces on formal tesling, it might be prudent to wait
several weeks (or fibrous scarring (0 selin, as this may help an-
char the implant in position and help it resist such weakly at-
iractive magnelic forces (hat might arise in MR environments.

For all implants that have been demonstraled to be nonfer-
rous in nature, however, the risk of implunt motion is essentially
reduced to those resulting from Lenz's Corces alone. These tend
to be quite trivial for typical metallic implant sizes of a few cen-
timeters or less. Thus, a waiting period for [ibrous scarring o
set in is far less important, and the advisability for such a wail-
ing period may well be casily ontweighed by the potential clin-
ical benefits of undergoing an MR cxamination al that time. As
always, clinical assessment of the risk-benclit ratio for the par-
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teular clinical situation and patient at hand are pacamount for
appropriate medical decision making in these scenarios.

1L is possible that daring the course of an MRI examination an
unanticipated ferromagnetic implant or foreign body is discovered
within a paticnt or research subject undergoing the examination.
This is typically suspected or defected by means of a sizable lield-
dislorting artifact seen on spin-echo imaging techniques that grows
more obvious on fonger TE studics and cxpands markedly on typ-
ical moderate or long TE gradient-ccho imaging sequences. In
such cases, it is imperative that the medical director, safety officer,
andfor physician in charge be immediately notilicd of the sus-
pected findings. This individual should then assess the sitoation, re-
view the imaging information obtained, and decide what the best
course of action might be.

[t should be noted that there are numerous potentially ac-
ceptable courses that might be recommended which in (um de-
pend upon many factors, including the status of the paticnt, the
location of the suspected ferromagnetic implant/forcign body
relative to local anatomic structures, the mass ol (he implant,
ele. Appropriate courses of action might include proceeding
with the scan under way, immobilizing, the patienl and the im-
mediate removal of the patient from the scanner, or other inter-
mediale sleps. Regardless ol the course of action selecled, it is
important to notc that the forees on the implant will change, and
may actually increase, during the attempt to remove the patient
from the scanner bore, Further, the greater the rate of motion off
(he palienUdevice Lthrough the magnetic ficlds of (be scanner
bore, the grealer (he forces acling upon thal device will likely
be. Thus, it is prudent io ensure that, if at all possible, immobi-
lization of (he device during paticat extraction (rom the bore,
and the slow, caulious, deliberate rate of extricating the patient
from the bore, will likely result in weaker and potentially less
harmful forces on the device as it triuverses the various stalic
magnetic ficld gradients associited wilh the MR imager.

It is also worthy of note that the magnetic ficlds associaled

with (he MR scanner are distributed throughout space three-di-
mensionally. Thus, especially (or superconducting systems, one
should avoid the temptalion to have the paticnt situp as soon as
he or she is physically out of the bore. Doing so may expose the
ferrous object o still-significant torque- and translation-related
forces despite the patient’s being physically outside the scanner
bare. 1t is therefore advisable o conlinue to extract the palient
along a straight Jine course parallel 1o the center of the magnet
while the patient remuins trvmobilized ontil they are as far as
physically possible from the MR imager itsclf, before any other
patient/object motion vectlor is attempted or permitled.
All non-MR personnel (e.g., patients, volunteers, varied silc em-
ployees, and professionals) with implanted cardiac pacemukers,
autodefibritlators, diaphragmatic pacemakers, or other electrome-
chanically activated devices upon which the non-MR personncl is
dependent should be precluded from Zone IV and physically re-
strained from the S-gauss linc unless specilically cleared in writing
by a level 2 MR personnel-<esignated attending radiologist or the
medical dircetor of the MR site. In such circumstances, a specific
defending risk-henefit raGonale should be provided in writing und
signed by the authorizing radiologisL.

Should it be determined that non-MR personnel wishing (o ac-
company a patient into an MR scan toom require (heir orbils 10 be

m.

cleared by plain-fihin radiography, a radiologist must (irst discuss
with the non-MR personnel that plain X-ray (ilms of their orbits are
required prior o permitting them aceess o the MR scan room.
Should they still wish o proceed with aceess o Zone IV or within
the 5-gauss line, and shoold the atiending radiologist deem itined-
ically advisable that they do o (e.g., for the care of their child about
to undergo an MR study), written imformed consent should be pro-
vided by these accompanying non-MR persannel prior 1o their un-
dergoing X-ray examination of theie orbits.

MR scanning of patients, prisoners, or parolees with metallic
prisoncr-testraining deviees or RF 1D or Lracking bracclets
could lead to theoretic adverse events, inclading: (1) ferromag-
nelic atiractlive effects and resultant patient injury, (2) possible
Ferromugnetic attractive effects and polential damage to the de-
vice or its battery pack, (3) R interference with the MRI study
and secondary image artitact, (4) RF interference with the func-
tionality of the device, (8) RF power deposition and heating of
the bracelet or tagging device or it circuilry and secondary pa-
tient injury (i the bracelet were in the analomic volume of the
RF transmitter coil being vsed for imaging). Therefore, when
requested o scan a patient, prisoner, or parolee wearing RFF
bracelets or metallic handeufls or ankle cuffs, request that the
paticnt be accompanicd by the appropriate authoritics who can
and will remove the restraining deviee prior (o (he MR study
and be charged with its replacement fofllowing the examination.
Firclighter, police, and sceurity salety considerations: For the
salety ol firefighters and other emergent services responding to
an emergent call al the MR site, it is recommended that all fire
alarms, cardiac arrests, or other emergent service response calls
originaling from or located in the MR site should be forwarded
simultancously to a specilically designated individual from
among the site’s MR personnel. This individual should, if pos-
sible, be on site prior (o the wrival of the [irefighters or emer-
geat responders (o ensure thal they do not have (ree access to
Zone ML or Zone 1V, The sile might consider assigning appro-
priately trained security personnel, who have been trained and
designated as MR personnel, to respond to such calls.

Tn any case, all MR sites should arrange 10 prospectively ed-
veate their local fice marshals, fircfighters’ associations, and
police or security personnel aboul the potential hazards of re-
sponding 0 emergencies in the MR suite.

1t should be stressed that cven in the presence of a true fire
(or other emergency) in Zone 1T or Zone 1V, the magnetic fields
may be present and Tully operational. Therefore, free access (o
Zone 11T or Zone [V by Iivefighters or other non-MR personnel
willy air tanks, axes, crowhars, other hrefighting equipment,
auns, cte., might prove catasirophic or cven lethal to thosce re-
sponding or ta others in the vicinily.

As parl of the Zone L11 and Zone IV restrictions, all MR sites
musl have clearly marked, readily accessible MR-conditional
or MR-safe fire extinguishing equipment physically stored in
Zone TIT or Zone 1V, All conventional (ire extinguishers and
other firefighting equipment not tested and verified safe in the
MR covironment should be restricted from Zone 1.

For superconducting magnels, the helinm (and the nitrogen
as well, in older MR magnets) is not {lammable and does not
pose a fire hazard dircetly. However, the liquid oxygen that can
result from (he supercooled air in the vicinity of the released
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gases might well increasc the fire hazard in this arca. If there arc
appropriately trained and knowledgeable MR personnel avail-
able during an emergency Lo ensure thal emergency response
personnel are kept out of the MR scanner or magnet room and
away from the 5-gauss line, quenching the magnet during a re-
sponse to an cmergency or fire should not be a requirement,

However, if the Tve is in such a location where Zone 111 or Zone
IV needs (o be entered for whatever reason by firefighting or emer-
gency response personnel and their firefighting and cimergent
equipment, such as air tunks, crowbars, axes, and deGibrillators, a
decision (o quench @ superconducting magnet should be very seri-
ously considered to protect the health and lives of the emergent re-
sponding personnel. Should a4 quench be performed, appropriately
designated MR personnel still need to ensure that all non-MR per-
sonnel (including and especially emergenl response personnct)
continue Lo be restricted from Zones 111 and TV until the designated
MR personnel has personally veriticd that the static ficld is eilher
1o longer deleelable or at least sufficiently attenuated as (0 no
longer present a polential hazard to one moving by it with, (or cx-
ample, large ferromagnetic objects such as air tianks or axes.

For resistive systems, (he magnetic {ield of the MR scanner
should be shut down as completely as possible and verified as
such prior (o permitling the emergency tesponse personncl ac-
cess to Zone [V. For permancnt, resistive, or hybrid systems
whose magnelic fields cannotl be complelely shut down, MR
personnel should ideally be available (o warn the emergency re-
sponse personncl that a very powerful magneltic ficld is still op-
erational in the magnel room.

4. MR persannel screening

All MR personnel are o undergo an MR screening process as
part ol their employment interview process to ensure Lheir safety in
the MR environment. For their own protection and for the protec-
tion of the non-MR personnel under their supervision, all MR per-
sonnel must immediately report to the MR medical director any
trauma, procedure, or surgery they experience or undergo in which
a ferromagnetic metallic object or device may have become intro-
duced within or on them, This will permit appropriate screening 10
be performed on the employece 1o determine the safety of permilting
that cmployce into Zone IT1.

. Device and object screening

Fercous objects, including those brought by patients, visitors,
contraclors, ele., should be restricted from entering Zone U1, when-
ever praclical.

As part of the Zone 11 site restriction and equipment lesting, and
clearing responsibilities, all sites should have ready access Lo a strong
handheld magnet (= 1000 gauss). This will cnable the sile Lo lest cx-
ternal, and even some superficial internal, devices or implants for the
presence ol grossly deteetable ferromagnetic attractive forees.

a. Allportable metallic or partially metallic devices that are on or ex-
temal to the patient (e.p., oxygen cylinders) are (o be positively
identified in writing, as feoromagnetic or, allernatively, nonfermo-
magnetic and safe or canditionally safe in the MR cnvironment
prior to permilting them into Zone I1I. Por all device or objecl
screening, verfication and positive identification should be in writ-
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ing. Examples of devices thal need 1o be positively identified in-
clude (ire extinguishers, oxygen lanks, and ancurysm clips.
Bxternal devices or objects demonstrated to be [erromagncetic and
MR unsafe or incompatible in the MR environment may still, un-
der specilic circumstances, be broughl into Zone I11f, for example,
they are deemed by MR personnel to be necessary and appropriate
for patient care. They should only be brought into Zone 11 if they
are under the direct supervision of specifically designated level | or
level 2 MR personnel who are thoroughly [amiliar with the device,
its function, and the reason supporting its introduction to Zone T11.
The safe ulilization of these devices while they are present in Zone
11 will be the responsibility of specifically named levet { or 2 MR
personnel, These devices must be appropriately physically secured
arrestricled al all imes during which (hey are in Zone 111 to ensure
that they do nol inadvertently come oo close (o the MR scanncr
and accidentally become exposed (o static magnetic fields or gra-
dicnts thal might resull in heir becoming cither hazardous projec-
tiles or no longer accurately functional.

Never assume MR compatibility or safety information about the
device if it is not clearly documented in wriling, All unknown ex-
ternal objects or devices being considered for introduction beyond
Zone 11 should be (ested with a strong handbeld magnet (& 1000
gauss) for [erromagnetic propecties belore permitting them entry
Zone I The results of such (esting, as well as the date, lime, and
name of the tester, and methodology used for that particular device,
should be documented in writing. [{ a device has not been tested,
orilits MR compatibility or safcty status is unknown, it should not
he permitted nnrestricled access to Zone 111,

- All portable metallic or partially melallic objects that are lo be

brought into Zone TV must be properly identilied and appropriately
labeled wtilizing the current IFDA labeling criteria developed by
ASTM (American Society for Testing and Materials) {ntemational
(hup://www.astm.org) (see Fig. 2), Those items which are wholly
nonmetallic should be identified with a square green “MR safe™ la-
bel. llems which are clearly ferromagnetic should be identified as
“not MR safc” and labeled appropriately with the corresponding
round red label with a slash (hirough it, Objects with an “MR con-
ditional” rating should be alfixed with a triangular yellow MR con-
ditional label prior to being (aken into the scan room/Zone [V.

As noted in the introcuction (o this section B.5, above, il MR
salety dala are not prospectively available for a given device, initial
lesting for the purpose of (his labeling is (0 be accomplished by the.
site’s MR personncl by exposing the metallic object o a handheld
magnel (= 1000 pauss). I grossly deteciable altractive lorces are
observed between the object being tested or any of its components
and the handheld maghnel, it is (o be labeled with a circulac red “not
MR safc” label, Ifno or negligible auractive forces ate observed, a
triangulac yellow “MR conditional” label is to be attached to the
object. ltis only when the compasition of an object and ils compo-
nents are known 10 he nonmetallic that the green “MR safe” Jabel
is (0 be aflixed to a device or ohject.

Patticularly with regard to nonclinical and incidental equip-
menl, current products markeled with ill-defined terminology
such as “non-magnetic,” or outdated classifications such as
“MR-compatible,” should not he presumed 1o conform to a par-
ticular current ASTM classification, Similarly, any produc
marketed as “MR safe” but with metallic construction or com-
ponents should be treated with saspicion. Objects intended for
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Fig. 2—U.S. Food and Drug Adminisiration Iabeling criteria {develaped by ASTM
{American Society for Testing and Materials) International) lor portable objects
Leken inla Zone V. Square green “MR safe” label is for wholly nonmetallic objects,
triangular yellow label is for objects wilh "MR conditional” rating, and round red
label is lor “not MR salo” objects.

use in Zone IV, inclading nonclinicat incidental products such
as stepping stoals or Jadders, which are not provided with man-
ufucturer or third-parly MR safely test results under the new
ASTM criteria, shiould be site tested as described above.
Decisions based on published MR compatibilily or safety claims
should recognize that all such claims apply to specifically lested
static field and static gradient ficld swengths—for example, *MR
conditional, having been tested to be safe up t0 3.0 Tesla al gradient
strengths of 400 G/em,” or “MR conditional, having been tested 0
be safe up to 1.5 Tesla up to maximum static gradient Gields expe-
rienced in an unshiclded 1.5-Tesla [manufacturer’s name] whole-
body MR scanner tested 1.5 [eet within the bore

It should be noted that allerations performed by the site on MR
safe, MR unsafe, and MR conditional equipment or devices may
aller the MR safely or compatibility properties of the device. For
example, tying a ferromagnetic metallic twisting binder onto a sign
labeling the device as MR conditional or MR safe might result in
artifact induction—or worse—if introduced into the MR scanner.

Lenz's Forces:

Faraclay’s law states that a moving or changing magnetic ficld
will induce a vollage in a perpendicolarly oticnted electrical con-
ductor. Lenz’s law builds upon this and staies that the induced voll-
age will itself'be such that it will secondarily generate its own mag-
netic field whosc orientation and magnitude will oppose those of
the initial time-varying magnetic field (hat ceeaied icin the first
pluce. For example, il an electrical conductor is moved perpendic-
ularly toward the magnetic ficld, By, of an MR scanner, even il this
conductor is not grossly ferromagnetic, the motion itself will result
in the generation of vollages in this conduclor whose magnitude is
directly propodional to the rate ol motion as well as the spatial gra-
dient of the magnetic field, Bg, through which il is being moved.
Candueting objects turning in the stalic fGeld will also experience a
torque due to the induced cddy carrents. Tenz’s law states that this
induced current will in torn create a magnetic field whose orienta-
tion will oppose (he By magnetic field that created this current,

Thus, moving a Jarge metallic but nonlerromagnetic clectrical
conductor toward the inagnet bore will result in the induction of a
vollage and associated magnetic field which will orient in such a
mannee and at such a strength as (o oppose the motion of the me-
tallic object into the bore of the MR scanner. I, for cxample, one
lrics 10 move a nonferrous oxygen tank into the bore of an MR
scanner, as the scanner bore is approached Lenz’s forces will be
sulficiently strong 1o virtually stop forward progress of the tank.
Further, the faster one tnoves the lank into the bore, the greater the
opposing foree that is crealed o stop this motion.

This also has potential consequences for Jarge implanted me-
tallic devices such as certain metallic nonferrous infusion pumnps.
Allhough they may not pose a projectile hazard, rapid motion of
the patient/implant perpendicular to the magnetic ficld of the MR
imager can be expected o resull in forces on the implant that
would oppose Lthis motion and may likely be detected by the pa-
tient. 1€ the patient were to complain of experiencing fotces wig-
ging or pulling on the immplant, this might bring the patient or
health care personnel to erroncously conelude that there were fer
rous components 1o the device, which might lead to cancellation
of the examination, Slowly mnoving such Jarge mctallic devices
into and out of the bore is a key factor in decreasing any Lenz’s
forces that might be induced and in decreasing the likelihood of
a misunderstanding or an unnecessary study cancellation,

. MR Technologists

MR technologists should be ARRT (American Registry of Radio-
Iogic Technologists)-registered technologists (RTs). Furthermore,
all MR rechnologists must be rained as level 2 MR personnel dur-
ing their orientation prior Lo being, permitted free access to Zone [1L
Al MR technologists will maintain current certification in American
Heart Association basic life support at the health care provider level.

Excepl for emergent coverage, there will be a minimum of 2 MR
technologists or one MR techinologist and one other individual with
{he designation of MR personnel in the immediate Zone IT through
Zaone IV MR eovironment. For emergent coverage, the MR lech-
nologist can scan with no ather individuals in their Zone II through
Zone 1V covironment as long as there js in-house, ready emergent
coverage by designaied department of radiology MR personnel
(c.g.. radiology house stalf or attending radiologist).
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D. Pregnancy-Related lssues

1. Health care practitioner pregnancies

Pregnant health care practitioners are permitted 10 work in and
around the MR environment throughout all stages of their pregnancy
[14], Aceeptable activitics include, but are not limited to, positioning
patients, scanning, archiving, injecting contrast material, andl entering
the MR scan room in response o an emergency. Although permitted
Lo work in and around the MR environment, pregnant health care prac-
titioners are requested nol o remain within the MR scanner bore or
Zone LV during actual data acquisition or scanning.

. Patient pregnancies

Present data have nof conclusively documented any deleterious cf-
{eets of MR imaging exposure oa the developing felus. Therefore, neo
special consideration is recommended for the first, versus any other,
trimester in pregmnaney. Nevertheless, as with all interventions during,
pregnancy, it is prudent Lo sereen women of reproductive age [or preg-
nancy prior (o permitting them access (o MR imaging environments.
If pregnancy is established, consideration shoutd be given (o reassess-
ing the potentia risks versus benefits of (he pending sindy in determin-
ing whether performance of the requested MR examination conld
safely wait until the end of the pregnancy.

a. Pregnant paticnts can be accepted to undergo MR scans at any
stage of pregnancy il in the determination of a level 2 MR person-
nel-designated atiending radiologist, the risk=bene(it ratio 1o the
patient warrants that the study be performed. The radiologist
should confer with the referring physician and document the fol-
lowing in the radiology report or the paticnt’s medical record:

1. The information requested from the MR study cannol be ac-

quired via nonionizing means (e.1., ulltrasonography).

2. The data are nceded to potentially affect the care ol the pa-

tient or fetus during the pregnancy.

3. Therelercing physician does not leel it is prudent to wait un-

1il the patient is no longer pregnant (0 oblain these dalta,

b. MR contrast agents should rot be routinely provided to pregnant
patients. This decision, too, is one thal must be made on a case-hy-
case basis by the covering level 2 MR personnel—designated at-
lending radiologist who will assess the risk—benefit ratio for that
particular paticnt.

The decision to administer a gadolinium-based MR contrast
agent to pregnant palients should be accompanied by a well-doc-
umented and thoughtlul risk~benelit analysis. This analysis
should be able to defend a decision 10 administer tie contrast
agent based on overwhelming potential benelit 1o the patient or
fetus outweighing lhe theoretic but potentially real risks of long-
term exposure of the developing fetus (o free gadalinium jons.

Studies have demonstrated that gadolinium-based MR contrast
agenls pass through the placental barcier and enter the fetal circu-
lation. From there, they arc fitered in the fetal kidneys and then ex-
creted into the amniotic fhuid. In this location the gadolinium-che-
lale molecules are in a relatively prolected space and may remain
in this amniotic fluid for an indeterminate amount of time hefore
finally being reabsorbed and eliminated. As with any equilibrivm
situation involving any dissociation constant, the longer the chelate
molecule remains in this space, the greater the potential for disso-
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ciation of the potentially toxic gadolmium ion from its chelate mol-
ceule. It is unclear what impact such free gadolinium ions might
have il they were to be released in any quantity in the ammiotic
fluid. Certainly, deposition into the developing fetus would raise
concerns ol possible sccondary adverse elfects.

The risk 10 [he felus with administration of gadolinium-based
MR contrast agents remains unknown and may be harmful.

c. ltisrecommended thal pregnant paticnts undergoing an MR ex-
amination provide written informed consent documenlting that
they undlerstand the potential risks and benefits of the MR pro-
cedure 10 be performed, are aware ol the alternative diagnostic
options availuble to them (if any), and wish (o proceed.

E. Pediatric MR Safety Concerns

1. Sedation and monitoring issues

Children Torm the Jargest group requiring sedation for MRI,
largely because of their inability to remain motionless during scans.
Sedation protocols may vary from institution Lo institution accord-
ing to the procedures performed {diagnostic vs interventional), the
complexily ol Ihe patient population (healthy preschoolers vs pre-
mature infants), the method of sedation (mild sedation vs general
anesthesia), and the qualifications of the sedation provider,

Adherence 1o standards of care mandates (ollowing the sedation
guidelines developed by the American Academy of Pediatrics [185,
16}, the American Socicty ol Anesthesiologists [17], and the Joint
Commission on Accredilation of Healthcare Organizalions (ICATIO)
{18]. In addition, sedation providers must comply wilh protocols es-
1ablished by the individual state and 1he practicing institution, These
guidelines require the following provisions:

a. Preprocedural medical history and examination for each patient

b, Fasting puidclines appropriate lor age

¢. Uniform troining and credentialing for scdation providers

d. Intraprocedural and postprocedural monitors with adaptors appro-
priately sized for children (compalible with the magnetic field)

e. Method of patient observation (window, camera)

f. Resuscitalion equipment, including oxygen delivery and suction

g. Uniform system of record keeping and charting (with continu-
ous assessment and recording of vilal signs)

li. Location and protocol for recovery und discharge

i. Quality assurance program (hat tacks complications and morbidity.

FFor the neonatal and the young pediatric population, special atten-
tion is nceded in moniloring body temperature for both hypo- and hy-
perthermia in addition w other vital signs [19]. Temperature monitoring
cquipment that is approved for use in the MR suite is becoming more
readlily available. Commercially available, MR-approved neonatal iso-
lation transport units and other warming devices are also available for
use during MR scans.

. Pediatric screening issues

Children may not be reliable historians and, especially in cases
ol older children and tcenagers, should be questioned both in the
presence of parents ar guardians and separately (o maximize the
possibility that all polential dangers are disclosed. Therefore, it is
recommended thal children be gowned belore enlering Zone 1V (0
belp ensure that no metallic objects, toys, cte. inadvertently find
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their way into Zone 1V. Pillows, stulfed animals, and other comfort
items brought from home represent real risks and should be dis-
covraged from cntering Zone 1V, IF unavoidable, cach such itlem
should be careluly checked with the powerful handheld magnel
and perhaps again in the MR scanner prior (o permilting the patient
1o enter Zone IV wilh the object in order (o ensare that it docs not
conlain any objectionable melallic components.

MR safety of accompanying family or personnel

Although any age patient might reqquest that others accompezny them
for their MR examination, this is far more common in the pediatric pop-
ulation. Those accompanying or remaining with the patient should be
screencd using the same criteria as anyone clse entering Zone 1V.

In general, it would be prudent to Hmil aceormpanying adults to
a single individual. Only a qualified, respongible MR physician
should make screening criteria exceptions.

Hearing, protection and MR safe/MR conditiounal seating are
recommended for accompanying family members within the MR
SCAR FOOM,

F. Time-Varying Gradient Magnetic Field-Related Issues:

Induced Voltages

Types of patients necding cxtra caution:

Patients with implanted or retained wires in anatomically or
functionally sensitive areas (e.g., myocardium or epicardium, im-
planted electrodes in the brain) should be considered to be at higher
visk, especially from faster MRJ sequences, such as echo-planar
imaging (which may be used in such sequences as diffusion-
weighted imaging, functional imaging, perflusion-weighled imag-
ing, MR angiographic imaging, etc.). The decision to limit the
dB/d1 (rate of magnelic field change) and maximum slrength of the
magneltic field of (he gradient subsystems during imaging of such
patients should be reviewed by the level 2 MR personnel-desig-
naled attending radiologist supervising the casc or patient.

. Time-Varying Gradient Magnetic Field-Related Issues:

Auditory Considerations

All patients and volunteers should be offered and encouraged to use
hearing protection prior 1o undergoing any imaging in the MR scammers.
All patients or volunicers in whom research sequences are 1o be per-
formed (i.e., MR scan sequences that have nol yel been approved by the
Food and Drug Adminisiration) are to have hearing prolective devices in
place priar to the initiation of any MR sequences. Without hearing pro-
fection in place, MR1 sequences that are not FDA-approved should not
be performed on patienls ov volunteers,

. Time-Varying Radiofrequency Magnetic Field-Related

Issues: Thermal

All unnecessary or unused eleclrically conductive materials should
be removed (rom the MR system before the onset of imaging, 1t is
not sufficient to merely o “unplug’ or disconnect unused, unnec-
essary clectrically conductive material and leave it within the MR
scanoer with the patient during imaging. All elecirical connections,
such as on surlace coil leads or monitoring devices, must be visu-

ally checked hy the scanning MR technologist prior to cach use o
ensure the integrity of the thermal and electrical insulation.
Elecirical vollages and currents can be induced in electdeally conduc-
tive materials that are within the bore of the MR imager during the MR
imaging process. This might resultin the healing ol this material by re-
sistive losses. This heat might be of a caliber sullicient to cause injury
10 human lissue. Among the variables that determine the wmount of in-
duced voltage or current is the consideration that te larger the diam-
cter of the conductive loops, the greater the polential induced voltages
or currents, and thos the greater the potential for resultant thermal in-
jury e adjacent or contiguous patient lissue,

Thetefore, when elecideally conductive material (wires, leads, im-
plants, ete.) are required to remain within the bore of the MR scanner
with the patient during imaging, care should be faken (o ensore that no
large-caliber electrically conducting Joops (including patient tissue; sec
section 115, below) e tormed within the MR scanner during imaging.
Furthermore, it is possible, with the appropriate confliguration, lead
length, static magoetic ficld strength, and other seulings, to introduce res-
onanl circuitry between the transmitied RIF power and the lead. This
could result in very rapicd and clinically significant lead heating, espe-
cially at the lead tips, in a mauer of scconds (0 a magnilude sufficient to
resultin Ussue theomal injury or burns. This can also (heorctically oceur
with implanted Teads or wires, even when (hey arc not connecled (o any
other device at cither end, For iltustration, the FDA has noled several te-
ports ol serious injury, including coma and peamanent newrologic im-
puirment, in patients with implanted nevrologic stimulators who under-
went MR imaging examinations. The injuries in these instances resulted
from hicaling of the electrode tips |20, 21).

Further, it is entirely possible Ffor a lcad or wire 10 demonstrate no
signilicant heating while undergoing MR imaging examinalions at 1.5
‘lesla, yel demonstrale celinically significant and potentially harmiul
degrees of heating within seconds at, for exumple, 3 Tesla. 1t has also
been demonsirated that Jeads may show no signilicant heating at 3
Tesla yet may rapidly heal to hazardous levels when undergoing MR
imaging at, for cxample, 1.5 Tesla (personal observalion, MR safety
(esting, B Kanal, MD, University of Pittsburgh Medical Center MR
Rescarch Center, 8/28/05). Thus, at no time should & Jahel of “MR con-
ditionally safe for thermnal issues at [a given lield strenglh]™ be applied
{0 any lield strength, higher or lower, olher than (he specific onc at
which safely was demonstrated.

Thus, exposure of ctectrically conductive leads or wires (o the RF
transmitied power during MR scanning should only be performed with
caution and with appropriale steps laken to ensure significant lead or
tissue heating does not resulf {see section 1.9, below).

Wlen electrically conductive materials are required 1o be within the bore
of the MR scanner wilh the patient during imaging, cire should be taken
to place thermal insulation (including air, pads, clc.) between the patient
and the clectrically conductive material, while simultancously attempl-
ing (as mucl as feasible) 10 keep the electrical conductor from directly
contacting the patieni. during imaging. 11 is also appropriate to iry 10 po-
sition the Teads or wires as (ar as possible from (he inner walls of the MR
scanner il the body coil i being used for REF wansmission. When it is
necessary (hat clectrically conductive leads dircetly conlact (he patient
during imaging, consideration should be given Lo prophylactic applica-
tion of cold compresses or ice packs (0 such areas.

Depending on specilic magnet designs, care may be needed (o en-
surc thal the patient’s tissue(s) do not directly come into contact
wilh the imner bore of (he MR imager during the MRI process. This
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is especially important for several higher-field MR scanners. The
manufacturcrs of these devices provide pads and other such insu-
lating devices for this purpose, and manufacturer’s guidelincs
should be strictly adhered to for these units.

. 1iis important to ensvre the patient's tissucs do not form large con-

ductive loops. Therefore, care should be taken 1o ensure that the pa-
lient’s arms or legs are not positioned in such a way as (o form a
large-caliber Joop within the bore of the MR imager during the im-
aging process. For (his reason, il is preferable that patients be in-
structed nol Lo cross their arms or legs in the MR scanner. We are
also awarc of unpublished reports of thermal injuries that seem (o
have been associated with skin folds, such as in (he region ol the
inner thighs., While the cause of this is not yet fully understood, it
might be prudent Lo consider ensuring that skin folds and other such
examples of lissue-lo-tissue contact are minimized or eliminated in
the region underpoing radiofrequency energy irradiation.

Skin staples and superficial metallic sutures: Patients requesied to

undergo MR sludies in whom there are skin staples or superficial

metallic suturcs (SMS) may be permitied 1o undergo (he MR ex-
amination if the skin staples or SM$ arce not ferromagnetic and are
not in the anatomic volume of RF power deposition [or the study

(o be performed. [F the nonferromagnetic skin staples or SMS are

within the volume to be RE-irradiated for (he requested MR study,

several precautions arc recommended.

a. Warn the paticnt and make sure that they are especially aware of
the possibility that they may experience warmth or even burning
along the skin staple or SMS distribution. The paticnt should be
instructed o report immediately 10 (hey experience warmth or
bumning sensations during the study (and not, for example, wait
untif the “end of the knocking noise™).

b. 1tis recommended that a cold compress or ice pack be placed
along the skin staples or SMS il this can be safely clinically ac-
complished during the MR examination. This will help to serve
as a heat sink lor any focal power deposilion that may occeur,
thus decreasing the likelihood of a clinically significant thermal
injury or burn to adjacent lissue.

For patients with extensive or dark tatloos, including lattooed eyeliner,
in order o decrease the potential for RFF heating of the tattooed tissue,
it is reconamended that cold compresses or ice packs be placed on the
lattooed aceas and kept in place throughout the MRI process if these tai-
toos are in the volume in which the body coil is being used tor REF trans-
mission. This upproach is especiatly approprisie if fast spin-echo (or
other high RF duty cycle) MRI sequences are anticipated in the study.
1T another coil is being used for R transimission, a decision must be
made if high R (ransmitted power is to be anlicipaled by the study pro-
wcol design, If s0, then (he above precautions shauld be followed. Ad-
ditionally, patients with tattoos 1hat had been placed within 48 hours
prior Lo the pending MR examination should be advised of the pofential
for smearing or smudging of the edges of (he freshly placed tatioo.

. In the unconscious or unresponsive patient, all attached leads that

will be in or partly in the volume undergoing RF irradiation should
be covered with a cold compress or ice pack at the lead attachment
site for the duration of the MR study.

As noted above, it has been demonstrated that resonant cireuitry can
be established during MR beiween (he RIF encrgies being transmitted
and specific lengtbs of long electrically conductive wires or leads,

which can thus act as elficient antennac. This can result in heating of

{he tips of these wires or leads to temperatures in excess of 90°Cina
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few seconds, Therefore, patients in whomn there ave long clectrically
conductive leads, such as Swan-Ganz (hermodilution cardiae out-
put—capable catheters or Foley catheters wilh electrically conductive
leads, should be considered at risk for MR studies if the body coil is
to be used for RF transmission over the region of the electrically con-
ductive lead. This is especially true for bigher-field systems and for
imaging protocols utilizing Fast spin-ccho or other high-RTF duty cycle
MRI sequences. Bach such patient should be reviewed and cleared by
an atlending level 2 radiologist and a risk—benefit ratio assessment
performed prior to perinitting them aceess (o the MR scanner.

10, The potential to establish substantial heating is itsell dependent. on

multiple faclors, including, among others, the static magnetic field
strength of the MR scanner (s (his determines the fransmitied ra-
diofrequencics [RE] at which (he device operates) and the length,
arientation, and inductance of the electrical conductor in the RF-ir-
radiated volume being studied. Virtually any lead lengths can pro-
duce substantial heating. Innumerable factors can alfect the poten-
tial for (issuc healing for any piven lead. 1t is therefore critical to
recognize that of all clectrically conductive implants, it is specifi-
cally wires, or leads, lhal posc the greatest potential hazard for es-
lablishing substantial power deposition/heating consideralions.

Another imponan( consideration is that as adirect result of the above,
it has alreqdy been demonstrated in vitro that healing of certain implants
or wires may be clinically insignificant al, for example, 1.5 Tesla but
quite significant at 3.0 Tesla. However, it las also been demonsirated
that specific implants might show no significant thermal issucs or heal-
ing at 3.0 Tesla, but may heat to clinically significant or very significant
levels in seconds at, for example, 1.5 Tesla. Thus, iLis important to lollow
established product MR safety guidelines carcfully and precisely, apply-
ing Ihem (o, and only to, the stalic magnetic ficld strengths al which they
had been tested. MR seanning at cither stonger and/or weaker magnetic
ficld strengths than those (ested may eesult in significant healing, where
none had been observed &t the Lested field sirength(s).

I. Drug Delivery Patches and Pads

Some drug delivery patches conlain metallic foil. Scanning the re-
gion of the metliic foil may resull in thermal injury [22]. Since re-
moval or repositioning can result in altering of patient dose, consulta-
Gion with the patient’s prescribing physician would be indicated in
assessing how 1o best manage the patient. 1F the metallic foit of the
paich delivery system is positioned on the patient so that it is in the vol-
ame of excitation of the transmitting RF coil, the case should be spe-
cifically reviewed wilh (he radiologist or physician covering the pa-
tient. Alternative oplions may include placing an ice pack directly on
the patch, This solution may still substantially alter the rate of delivery
or absorption of the medication to Lhe paticnt (and be less comfortable
o the patient, as well). This vamification should therefore not be
treated lightly, and a decision to proceed in this manner should be
made by a knowledgeable radiologist altending the patient and with
the concurrence of the referring physician as well.

If the patch is removed, a specilic stafl member should be given
responsibility for ensuring that it is replaced ot repositioned.

1. Cryogen-Related Issues

1. For superconducting systems, in the event of a system quench, it is

imperative that all personnel and patients be evacuated from the MR

1
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scan room as guickly as safely feasible and that the site access be im-
medialely restricted 1o all individuals until the arrival of MR cquip-
ment service personnel. This is especially so if eryogenic pases we
observed to have vented partially or completely into the scan room, as
cvidenced in part by the sudden appearance of white “clouds” or
“log” around or above (he MR scanner. As noled in seclion B.3.n
above, it is especially importanl to ensure (hal aJl police and fire re-
sponsc personnel are restricted from entering the MR scan room with
their equipment (axcs, air Llanks, guns, ctc.) until it can be conlinmed
that the magnetic ficld has been successfully dissipated, because there
may still be a considecable stalic magnetic field present despile a
quench or partial quench of the magnet [23].

It should be pointed out that room oxygen monitoring was dis-
cussed by the MR Blue Ribbon Pancl and rejected at this time be-
cause the present oxygen monitoring technology was considered
by industry experts not Lo be sulticiently reliable to allow continued
operation during situations of power outages, clc.

Claustrophobia, Anxiety, Sedation, Analgesia, and
Anesthesia

Adult and pediatric patient anxiolysis, sedation, analgesia, and
ancsthesia for any reason should follow established ACR {24, 25],
American Socicly of Ancsthesiologists (ASA) [26-29], and
JCAHO standards }29].

L. Contrast Agent Safety

1. Contrast agent administration issues

No paticnt is to be administered prescription MR contrast agents
without orders from a duly licensed physician, Intravenaus injec-
tion—qualificd MR techinologists may start and attend 1o peripheral IV
access lines if they have undergone the requisite site-specificd train-
ing in periphcral IV access and have demonstrated and documented
appropriate proficiency in this area. [V-qualified MR technologists
may administer FDA-approved gadolinium-based MR conlrast
agents via peripheral IV routes as a bolus or as a slow or continuous
injcetion as dirccied by the orders of a duly licensed site physician.

Administration of these agents is Lo be performed according Lo
the ACR policy. The ACR approves of the injection of contrast ma-
terial and diagnostic levels of radiopharmaceuticals by certified
and/or licensed radiologic technologists and radiolopic nurses un-
der the direction of a radiologist or his or her physician designee
who is personally and immediately available, it the practice is in
compliance with institutional and stale regulations. There must
also be prior writlen approval by the medical director of the radiol-
ogy depariment or service of such individuals. Such approval pro-
cess must follow established policies and procedures, and the ra-
diologic technologists and nucses who have been so approved must
maintain documentation of continuing medical educalion related (o
materials injected and to the procedures being performed [30].

2. Prior contrast agent reaction issues

a. According to the ACR Manual on Contrast Media |31], adverse
cvents after intravenous injection of gadolinium seem Lo be more
common in patients who had previous reactions (o an MR contrast

agent. [n one study. 16 (21%) of 75 patients who had previous ad-
verse reactions to MR contrast agents reacted to subsequent injec-
tions of gadolinium [31]. Patients with asthma also seem 1o be
more likely to have an adverse reaction to the administration of a
gadolinium-based MR contrast agent. Patients with allergies also
scemed to be at increased risk (~2.0-3.7 times, compared with pa-
tients withoul allergies). Patients who have had adverse reactions
L iodinated contrast media are more (han twice as likely to have an
adverse reaction to gadolinium (6.3% of 857 patients) [31].

b, Al present, there are no well-defined policics for patients who are
considered to be al increased risk forhaving an adverse reaction Lo
MR contrast agents, However, the following recommendations are
sugpested: Patients who have previously reacled (0 one MR con-
{rast agent can be injected wilh another agent if they are restudied,
and al-risk patients can be premedicated wilh corticosteroids and,
occusionally, antibistamines [31].

¢. All paticnls with asthma, a history of aliergic respicatory disor-
ders, prior iodinaled or padoliniuin-hased contrast reactions,
cte., should be followed more closely as they are at a demon-
strably higher risk of adverse reaction

3. Renal disease, gadolinium-based MR contrast agents, and

nephrogenic systemic fibrosis (NSF)

i Overview:

It has been recently noted that over a 4-yeur period, 20 patients in
Denmark and five in Avstria developed a very rarc disease that is seen
only in patients with severely impaired renal fonction |32, 33]. Each of
(hese patients had been administered Onomiscan (gadadiamide, GE
Healtheare), a gadoliniun-based MR contrast agent (GBMCA), for an
MR imaging or angiographic examination within a few wecks or
months prior (o the onsct of the disease. Roughly 17,500 patients are
examined using Omniscan in Denmack cach year. Since January 2002,
about 400 paticnts with severely impaired renal function had been ex-
amined, of which 20, or 5%, to whom Omniscan had been adminis-
tered, eventually were diagnosed with this discase in that country.

The disease in question, otiginally known as nephrogenic fibrosing
devmopathy (NFD) ind now more widely recognized as nephrogenic
systemic [ibrosis (NST), was only first observed in 1997 and formally
deseribed in 2000 [34]. 1tis ussociated with incrcased tissue deposition
ol collagen, often resulting in thickening and tightening of the skin
(usually involving predominantly the distal cxtremities but occasion-
ally also the tmnk) and fibrosis that may involve other parts ol the
body, including the diaphragm, heart, lung, pulmonary vasculature,
and skeletal muscles. There is no delinitive cuse, allhough some ance-
dotal reports exist of at least partial responses (0 various therapics such
as plasmapheresis, extracorporeal photopheresis, and halidomide.
There are some data that suggest slowing or even reversal of the dis-
cuse symploms may accompany improvements in renal funclion (es-
pecially tramsplantation). The discase is progressive and can be fulmi-
nant in approximately 5% of cases and can even be associated with a
fata) outcome. It is generally scen in middle-aged paticnts bul has also
been scen in the elderly as well as the pediatric population 35, 36].
There may be a special predilection for patients with concurrent he-
palic disease, bul this is not yet clearly established [37, 38).

A centyal registry for NSF patients is maintained al Yale University
by Dr. Shawn Cownper, one of the physicians who origioally described
Uis disease |39]. Atthe time of this writing (1/25/07), virtually all reg-
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istry cases in which records can be Tocated bave at lcast one Known ex-
posure Lo gadolinivm within a few days to months prior to the devel-
opment of clinical symptoms [37, verbal communication with Dr,
Cowper, December 2006,

b. The association with gadolinium-bascd MR contrast agents

(GRMCAs):

Besides the initial reports noted above, in August 2, 2006, re-
searcliers [rom the Copenhagen University Hospital in Denmark
published in the Journal of the American Society of Nephrology
[40] the results of their review of all 13 confirmed cases of NSE, in
which they (ound hat all 13 had received Ohnniscan 2-75 days
(median, 25 days) prior to the development of NSE To quole from
their manuscripl, “No other exposure/cvent than gadodiamide that
was common to more than a minorily of the patients could be iden-
tilied. These findings indicate that gadodiamide plays a causative
vole in nephrogenic systemic {ibrosis.”

In that article, they also reported that these 13 patients with con-
firmed NSF were among roughly 370 severe renal discase paticnts
whom they had tracked who had undergone gadodiamide expo-
sure/administration (or an MR examinalion, whereas nonc of » 430
patients with severe renal disease whao had not reccived a GBMCA
developed NSI.

Although this association was initially reported between Omniscan
and NSF, theye are now multiple submitied MedWatch cases [11] that
allege that diagnoses ol NSF followed intravenous administration ol
Magnevist (gadopentetate dimeglurnine, Schering) as well as intrave-
nous administration of OpliMARK (gadoversetaumide, Mallinckrodt),
which are other chelates of GBMCAS. Itis clear that the vast majority
(= 90%) of known cases at Lhis ime scem 1o be clearly associated with
Omniscan (0 a degree that is oul of proportion 1o the relative markel
shares for these agents |41, 42]. As of January 17, 2007, of the > 100
cases of NSF reported to the FDA MedWalch reporling system, 85 are
Omniscan-associaled, 21 are Magnevist-associated, six are Opti-
MARK-associated, none are associated with ProHancee (gadoteridol,
Bracco Diagnostics), and onc is associated with MuliHance (gado-
benate dimeglumine, Braceo Diagnostics) (although this same patient
also received Omniscan 5 days after their MultiHance MR examina-
tion, and subsequenlly developed NSF) (personal communication, Dr.
Melanic Blank, FDA, January 18, 2007). [Lis also important to recog-
nize the substantial lack of scientific process inherent in the MedWatch
reporting system, whose self-repocted data can be used al best as gen-
¢ral-trend-indicating and typically not for more specilic analyses.
Nevertheless, the data support the FDAs concern thal this association
may exist for the administration of other, or perhaps any ol the othet,
FDA-approved GBMCAs and the subsequent development of NSE
Although there is evidence associaling (he development of NSF in re-
nal [aifure patients with only some, but not all, of the FDA-approved
GBMCAS o date, prudence dictates that al this time similar concerns
be applied Lo all GBMCASs i this regard until more definitive infor-
mation is forthcoming, on this issue.

¢. Causation?

There is a conjecture that suggests that if a causative relation-
ship exists, it may be secondary to accumulation of the gadolinium
chelate or free gadolinium in the dependent swhcutaneous tissucs of
the lower and upper extremities (where the discase scems Lo most
oflen initially manitest itset). Further, if there is free gadolinium
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released in any quantity, studics have suggested that it may accu-
mulale in and bind to bone |43]. Very recent initial reports have ap-
parently demonstrated the presence of gadolinium in the biopsies
of tissues of NSF patients [44, 45). In onc control individual with-
oul NSF, no gadolinium was found using the same clectron disper-
sion spectroscapy lechnigue.

It should also be added that the very visvalization of padolinium in
Ihe scanning clectron micrographs (SEM) noted in these (two recent
publications {44, 45] itsclf is strong evidence that dissociation ol the
gadolinium from its chelate has occurred. This can be related o the ob-
servation that in the process ol preparing the tissue (or SEM, water-sol-
uble forms of gadolinium would have likely been removed from the
specimen, leaving only the insoluble forms to precipirate out (verbal
communication, Michac] Tweedle, Bracco Diagnostics, January 2007,
and Hanns-Joachim Weimmann, Bayer Schering Pharma, January 19,
2007). These preeipitates are likely 10 be largely padelinium phos-
phates (verbal comumunication, Hanns-Joachiny Weinmann, January
19, 2007), but this is neither definite nor universally established.

Additionally, it has been noted by several investigators that the
development of NSF seemed 1o most commaonty (although nol ex-
clusively) lollow high-dose administration of gadolinium-based
MR contrast agents. This dose-response observation also suggests
a possible etiologic role of these agenis in the development of NSF
in these patients [37].

Although a definilive causal relationship between GBMCA ud-
ministration (o severe renal disease paticats and tbe development of
NS has not been absoluicly established, it certainly docs appear
that gadolinium administration is quite likely a nccessary factor in
(e development of NST at this time. 1f a causative role is postulated
or even demonstrated, it is unclear whether the causalive agent is re-
leased free gadolinium, prolonged exposure to abnormally high
doses of the gadolinium-plus-chelate molecule, the chelate itself, or
some combination of the above with other actors that might be rel-
atively unique (o the biochemical milien of the patient with severe
renal failurc. This is supported it part by the observation that in sev-
cral of the publications, including the initial report (rom the Danish
Medicines Agency [33, 37], the incidence of developing NSE in pa-
tients with severe or end-stage renal discase afler being adminis-
tered Omniscan appears 1o be roughly only 3-5%.

There are early data that suggesl thal clevated levels of phos-
phate, iron, zine, or copper [46] or the presence of Fosrenol (lan-
thanume carbonate, Shire) roight serve ay ellicient competitors for
lhe “attention” of the chelate molecule, so (o speak, and increase
the conceniration ol free gadolinium (G in the patient, which
might thercfore increase the potential of the patient to develop
NSF. A history of multiple prior GBMCA administrations also
seems to be associated with an increased incidence of subsequent
development of NSIR

. Gadolinium (oxicily:

Free gadolinium ion exists most commonly in a 3* charged form
il inhibits those chemical processes that depend upon the influx of
calcium (2%) ions, such as cardiac and skelefal muscle, neurologic dis-
charge, normal coagulation pathwitys, some enzymalic reactions, cl¢.

¢. FDA guidance:

On December 22, 2006, the FDA issued an update {47} to their
carlier June 9, 2006, public health advisory (PHA) [48]. This new
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version has significantly changed (rom the prior one in several ar-
cas, Onc of these modifications includes the fact that the new ver-
sion now includes wording that recommends caution in adminis-
lering GBMCASs to patients wilh moderate 1o end-slage renal
discasc as well as consideration of providing hemodialysis treat-
ment immediately alter administration of this agent for patients in
this category ol renal discase who reccive these agents. (The prior
advisory recommended caution, especially in patienls with end-
stage renal disease, with glomernlar fUtration rates of < 15
mL/min/m? [481.) Quoting from this more recent advisory [47]:

When a patient with moderate to end-stage kidney disease
needs an imaging stwdy, select imaging methods other than
MRI or MRA with a gadolinium-based confrast agent for the
study whenever possible. If these patients must receive a gado-
lintum-based contrast agent, prompt dialysis following the MR!
or MRA should be considered.

Average excretory rates of gadolinium were 78%, 96%, and 99%
in the first Lo third hemodialysis sessions, respectively, in end-slage re-
nal disease patients who received Magnevist [49]. One study has found
that the mean half*life of gadodiamide is 1.3 hours in healthy volun-
teers, 34.3 hours in palicals with a glomerular tration rate (GIFR)
range of 2-10 mL/min/m2, 2.6 hours in licrnodialysis patients, and
52.7 hours in peritoncal dialysis patients [SO]. Ttis also known that dif-
ferent hemodialysis membranes have been demonsieated (o vary in
their ctfectiveness al clearing the administered GBMCA [51].

{t should be pointed out that virtually all present dala seem (o indi-
cate thal the vast majority of NSI paticrits to date had either severe or
cnd-stage renal discase atthe time of diagnosis or administration of the
GBMCA, with most already being on dialysis, The official National
Kidney Foundalion staging system classifics patients wilh glomerular
[liration rates between 30 and 59 mL/min/E.73 m? as baving stage 3
or moderate chronic kidney discase (CKD), between 15 and 29
ml/min/t.73 m? as stage 4 or severe CKD, and those with GFR < 15
ml/min/(.73 m? or on dialysis as having stage 5 or end-stage CKD.
More fhan one of four adults over age 70 has a GFR of < 60
mL/min/1.73 m2, and roughly 7.7 million Americans have a GFR be-
tween 30 and 60 mL/min/1.73 m? [52). Based on NHANES III
1988—1994 (the Third National tHecalth and Nutrition Examination
Survey of the CDC) [53], the prevalence of a GFR < 60 ml/min/m?
in US adults = 20 yeacs ol age was 8.0%, or more than one of every 13
adults, By age 70, the normal mean value is approximalely 70
ml/min/1.73 m2 For adulls age 70 and older, the prevalence of GFR
< 60 mL/min/1.73 m? is roughly 26%, or more than onc in four. Fi-
nally, the normal GFR for neonates < 8 weeks of age is < 65
mL/min/1.73 m2 [54). Thercfore, an advisory stalement worded in (his
manner might result in exposing patients 1o the potentially greater risks
of hemodialysis or in withholding contrast cnhancement for their stud-
ies. Since the elderly population are among the greatest users of MR
today, this advisory is especially of concern,

f. Other guidance resource

An overview of Lhis disease, as well as owr recommendations
for guidclines regarding NSF, renal discase palients, and gadolin-
ium-based MR contrast agent administration, was accepted for
publication in Radiology and is alrcady available Tor download
from Radiology’s online site {557,

The Buropean Agency (orthe Evaluation of Medicinal Products
(EMEA) has recently issued a recommendation [56] to consider the
administration of Omniscan (and OptiMARK, although the lalter is
nol licensed in Evrope) as contraindicated in patiests with severe
renal disease (GFR < 30 mL/min/1,73m?) or those who have had
or will be undergoing a liver transplant. They also warn that for
children up to | year of age, because theie Kidneys are immature,
one should be most cautious about administering Omniscan (or
OptiMARK). For the allier non-Omniscan gadolinium-based MR
contrast agents (GBMCAS), they advise simply that there is a pos-
sibilily of NSF resulting with some GBMCASs in palients with se-
vere renal discase. The Ewropean Phannacovigilance Working
Party (PhVWP) and the United Kingdom Commission on Human
Medicines (CHM) do not recommend diatysis aflter administration
ol GBMCAs, even for hemodialysis patieats [30].

As noted above, the FDA continues Lo recomimend considering
immediate hemodialysis for any patient with moderate, severe, or
end-stage renal discase receiving any GBMCA (47).

a. Recommendations:

Al this stage, tie following guidelines are recommended when
considering adminislering « GBMCA (o patients with renal fail-
ure/discasc:

The development of NSIF in patients with renat disease has fol-
lowed the administration of some, but not all, of the FDA-approved
GBMCAS. To date, the development of NSF has been associated with
Lhe isolated prior administration of—especially, and clearly predomi-
nantly—Omniscan (at rates that exceed those associated with simple
market share), but also Magnevist and OpliMARK. Nevertheless, it is
thought 1 he appropriale (o assune (ornow that a potential association
might exist for al) five FDA-approved gadolinium-based MR contrast
agents untl there are more definitive data to suspect otherwise.

At this tine, no special treatment or handling is recommended
For kidney discase pidienls with stage 1 or 2 chronic kidney disease
(defined as presence of kidney damage with GFR > 90
mL/min/1.73 m? or GER between 60 and 89 mL/min/1.73 m?, re-
spectively). The only exception to this is that patients with any level
of renal disease should not receive Omaiscan (or their contrasi-en-
hanced MR examinations. This is an opinion shared by others [57]
and seems prudent for all renal discase patienls.

Prospectively checking patient renal [unclion, serum creatinine
level, or glomerular filtration rate prior o accepting a patient for an
MR imaging or angiographic examination is specifically notrequired.
Amang (he reasons {or this is thal roughly 90% of NSF palients scem
10 already be on dialysis and the majority of the remainder seem to be
stage 5 or stage 4. Add o this the fact that one cauld avoid administer-
ing any of the agents with which NSF has been most strongly associ-
ated, and the fact that even in patients with severe or end-stage renal
disease the incidence of developing NSF seems to be around 3-5%.
Thereflore, specific prospective hematologic screening s nol felt to be
warranted. Instead, it is recommended thal all requests for MR be pre-
screencd, with an additional question inguiring about the presence of
a history of “kidney diseasc or dialysis.”” If the discase is present but
quite mild (stages 1 or2), modification of how the study should be per-
formed (relative 1o a patient with no renal discasc) docs not appear to
he indicated except for the avoidance of Omniscan, Conversely, ilthe
discase is present and severe or end-stage in nature, the patient will of-
ten be aware of this level of kidoey disease and will likely be under
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physician care [or this condition. The American Journal of Kidney Dis-
eases slates [54): “In general, patients with GFR <30 mL/nin/1.73 m?
should be referred (0 @ nephrologist.” Thus, selecting paticnts with «
GER threshold of roughly 30 mL/min/1.73 m2 or already on dialysis
(i.c., stages 4 and/or 5) as the Jevel for which special consideration (in-
cluding possibly hemaodialysis) shovld be given, mighl represent a
medically reasonable approach w, and compromise on, this issuc. For
patients wilh slage 3 CKD, the potential risks associated with with-
holding an MR imaging or angiographic cxamination could oulweigh
Ihe potential risk of developing NSF. given the very few number of pa-
tients with putative GFR < 60 mL/min/m? who have been reported Lo
have developed NSTE Further data are clearly needed 10 clarily the po-
tential risk for stage 3 CKD patients given the few cases reported and
the large number of patien(s with stage 3 CKD and who arc predomi-
nantly older than age 70 who would he affected.

For all patients with stage 3, 4, or 5 kidney discase or those with
acute kidney injury (AKH), it is recommended that one consider re-
fraining {rom administering any GBMCAs unless o risk=bencfit as-
sessment for that particular patient indicates that the benefit of doing
so clearly outweighs the potential risk(s). Similar reasoning applies
equally Lo patients wilh protected regions which the gadolinium che-
late might enter but from which it might not be readily cleared. An ex-
ample of such a space is e amniotic fluid, in which these conlrast
agents can accumulate shortly after intravenous administration (per-
sonal obscrvation and verbal communication, manuel Kanal, 1988).

When risk-benefil assessments warrant administration ol a
GBMCA 10 patients with stages 3-5 renal discase (maderate o
cnd-stage) or AKI, consideration should be given to administering
the lowest dose that would provide the diagnostic benefit being,
sought, witl a hall-dose, il clinically acceptable, being considered
the default standard dose for such patients, The study should be
monilored during its cxecution and prior (o contrast administration
10 ensure that (he administration of the GBMCA is still deemed
necessary and indicated at that time. Postponing the examination in
patients with AKTuntil renal function has recovered should also be
considered if clinically fcasible,

Standard medicat praclice dictates that [or all patienls who receive
a contrast agent, the type, dose, and route of administration arc 1o be
documented in a physiciao order and in the report. However, patients
with moderate to end-stage (stages 3-5) renal disease who are 10 un-
dergo contrast-enbanced MR finaging examinations ol any kind must
have a written order 1o this ellect (or this agent [rom the radiologist ap-
proving the examination. This order must arise explicitly from the ra-
diologist and NOT fronn either a referting physician oran MR imaging
protocol standing order. The name of the patient, the narme and speciic
brand of GBMCA, dose, rowte, and rate of administration should all he
explicitly specified on the order, along with tie date and signature of
lhe requesting radiologist.

Prospective documentation ol a risk-beoefit assessment for
each such patient is considered advisable, 1t is recommended Lhat
all patients identiticd as having moderate (o end-slage (stages 3-5)
kidney discase in whom a GBMCA is to be administered provide
informed consent when practical, which includes a review of
known risks and beoefits as well as the possible availability of al-
temalive imaging methods, if any.

As noled above, early dula suggest that clevated levels of phos-
phate, iron, zine, ot copper might serve as efficient competitors for the
“attenton” of the chelate molecule [46]. These might therefore result
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inincreased levels of (ree gadolinivm (Gd¥) ion in the patient, which
might in turn increase the polential of the patient to develop NSF.
Other cations such as lanthanum, now uscd as lanthanum carbonate
(Fasrenol) for phosphorus binding in end-stage renal disease patients,
could also present similar transmetaltation and free gadolintum con-
cerns. A history of multiple priovr GBMCA administrations or hepato-
renal discase also seems to be associaled with an increased incidence
of subscquent development of NSE. The cxistence of acidosis or active
inflamrmatory and/or thrombolic processes as possible increased risk
factors has been entertained but has not been reproducibly established
at this point. This information should be taken into account during the
risk—benelit assessment of each individual patient.

Tor administration of GBMCAs to patients on hemodialysis, the
patient is to be transported to hemodialysis immediately upon the ter-
mination of the MR imaging examination. Arrangements should be
made wilh the treating dialysis centers Lo provide them with as mich
notice as possible prior to the arrival of thi patient Jor hemodialysis.
1tis recommended that hemodialysis be initiated no lawr than 2 hours
lollowing the adminisiration of the GBMCA. This applics equally 1o
emergent or urgent gadelinium chelate administration to these patients
and (o inpatients as wel) as oulpatients. An additional hemodialysis
session should be considered within 24 hours of this first contrast-cn-
hanced treatment session [or the reasons noted above,

For administration to patienls on chronic ambulalory peritoneal di-
alysis (CAPD) or continuous cycler-assisted peritoneal dialysis
(CCPD) (also known us automated peritoneal dialysis, or APD), there
appears 10 be slrong reason lo hesilate to administer these agents. As
noted above, this process of dialysis seems to be relatively ineffective
at clearing the padoliniwm [romn the body. Thus, special caution should
be excrcised when deciding whelher o peritoneal dialysis patient
should receive gadolinium-based MR contrast agents. Il it is decided
that they should be administered such agents, administration of the
lowest reasonable dose is strongly recommended. In the past, it had
been recommended that the patient avoid periods ol a dry abdomen
(i.e., no diadysale in the peritoncal cavity) and that (he paticnt be ad-
vised to begin additional dialysis selltreatments or CCPD treatments
immediately vpon the tcrmination of the MR examination in which the
GBMCA was adhministered. These suggestions scemed prudent, al-
though the eflicacy of these recommendations had not been estab-
lished. However, in light of the near-total apparent ineffectiveness of
peritoncal dialysis al clearing the gadolinium lrom the body, it may
well be worth considering immediate initiation of hemodialysis in
peritoneal dialysis patients who receive even a low dose of a GBMCA,
or nol adminislering the agent if clinically feasible. Investigations are
ongoing at this tme (o allempl to assess prevalence rates of NSE in
peritoneal dialysis versus hemaodialysis patients, although al this time
il Is Lo carly for delinitive conclusions.

Hislorically, as a result of the high atomic nuinber associated with
GBMCAS, these agents have occasionally been administered o (espe-
cially renal failure) paticnts in an off-label manner for such X-ray-
based diagnostic tests as conventional angiography (including access
angiography and fiswlography) and even CT scanning. The rationale
behind this practice was to avoid the administration of indinated con-
trast agents (o these patients and Lo decrease the incidence or likelihood
of the development of contrast-induced nephropathy. Inan attempl to
prevent inadvertent GBMCA administration (o renal discase patients
by nonradiologists (who may at this point still notbe fully aware of the
issues and risks associnied with GBMCAS), (or now itis thought pru-
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dent (o ensure that all GBMCAs are to be administered only by radi-
ologists. If there 1s a request for a GBMCA (0 be administered by a
nonradialogist to a patient for an off-label use, such as intraaricrial ad-
ministration for vascular assesstnent in renal failure patients, this must
be made in the form of a written order. All such requests must be pro-
spectively reviewed and approved by either a radiologist or a pharma-
cist knowledgeable in the issues raised above, a risk~benefit assess-
ment should be prospectively performed, and, where practical,
informed consent should be provided by the patient.

For patients in whom a diagnosis of NSF has alrcady been es-
tablished, it might be appropriate to consider avoiding entircly uny
acministration of a gadolinium-based MR contrast agent.

For patients not alrcady on hemodialysis, the FDA's December 22,
2006 advisary [47] notwithstanding, the decision to initiate hemodial-
ysis following gadolinium administration should not be taken lightly.
The vast majority of NSIF cases developed in patients with severe or
cnd-stage renal discase, and most were already dialysis patients. The
numbers of paticnts with moderate, as opposed 10 sevese or end-slage,
renal disease who have been diagnosed wilh NSF is exceedingly small,
if they exist at all. Al this time, it seems reasonable Lo assume that as
the renal function/GEFR decreases from 60 L/min/m?® through 30
mL/minfm?, 15 ml/min/m?2, and below, the greater the concern and
the greater the likelihood of subsequent NSTF development. Thercfore,
we Lhink that at the present time insuflicient dat exist o advise con-
sideration for hemodialysis in this population of patients with moder-
ate chronic kidney discase (stage 3) in the same manner or same per-
ceived risk as those wilh severe or end-stage renal discase (stages 4 and
5). The risks of initialing hemodiatysis must be seriously weighed
against those of developing NSF in each particular case before a deci-
sion i$ made one way or the other, Finally, withholding clinically indi-
caled GBMCASs can also be associated with its own risks, which
should be comsidered in the decision-making process for all patients
with kidney discase.

Should a new diagnosis of NSF be made, it is recommended that
the FDA be notificd through their  MedWalch  program
(hup/twww.lda.gov/medwalely) [11] or by phone (1-800-FDA-
1088), and that the international NSF registry at Yale University be no-
tified as well (htip://www.icnidr.org) [39] to cnsurc that cach databasce
is kept as current as possible on this rapidly changing environment.

In the weeks and months 10 come, iLis anticipated that there will be
much further study of this issuc, and that more information will be lorth-
coming that will hopefully shed maore Tight on this important issue [56].

. Patienits in Whom There Are or May Be Intracranial

Aneurysm Clips

In the event that it is unclear whether a patient does or does net have
an ancurysm clip in place, plain films should be obtained. Allerna-
tively, it available, any cranjal plain films, CT, or MR cxamination
that may have aken place in the recent past (i.c., subsequent to the
suspected surgical daic) should be reviewed to assess for a possible
intracranial aneurysm clip.

. In the event that a patient is identified to have an inlracranial ancu-

rysmn ¢lip in place, the MR examination should not be performed
until it can be documented that the type of aneurysm clip within

that patient is MR salc or MR conditional, All documentation of

Lypes of implanted clips, dales, ¢1¢., mus/ be in writing and signed
by alicensed physician. Phonc or verbal historics and histaries pro-

0.

7

vided by a nonphysician are not aceeplable. [fax copics of operative
reports, physician slalements, ete. are aceeptable as long as 2 legi-
ble physician signature accompanies the requisite docamentation.
A wrilten history of the clip itself having been appropriately lesled
for ferromagnetic properlics (and deseription of the testing meth-
odology used) priar to implantation by the operating surgeon is
also considered acceptable it the testing [ollows the deflection test
methodology established by ASTM International.

All implanted intracranial ancurysm clips that arc documented in
writing 1o be composed of fitaniwm (either the commercially pure
or e titanium alloy Llypes) can be accepled lor scanning wilhout
any other testing.

All nontilanium intracranial ancurysm clips manulactured in 1995
or later for which the manufacturee’s product labeling continues to
claim MR compatibility may be accepted for MR scanning without
further (esting,

Clips manufactured prior to 19935 require either pretesting (accord-
ing to the ASTM deflection test methodology) prior to implanta-
tion or individual review of previous MRT of the ¢)ip or brain in that
particular case, if available. By assessing ihe size of the arlifact as-
socialed with the clip relative Lo the static field strength on which
it was studied, the sequence type, and the MRI paramelers selected,
an opinion may be issued by one of the site’s level 2 MR attending
radiologisis as fo whether the clip demonstrates significant ferro-
magnelic propertics or not. Access to the MR scanner would then
be based on that opinion.

A patient willt an anenrysm ¢lip (or other implant) may have salely
undergone a prior MR examination at any given static magnetic
field strength. This fact in and of itself is not sullicient evidence of
the implant's MR safety and should not solely be relied upon to de-
termine the MR safely or compalibility status of that aneurysm clip
(or other implant).

Vartations in static magnetic Nield strength, static magnetic ficld

spatial gradient, orientation ol the aneurysm clip (or other implant)
to the slalic magnetic fickd or static field gradient, rale of motion
through the spatial static field gradient, etc., arc all variables that are
virtually immpossible ta contrel or reproduce. These variables may not
have resulted in an adverse cvent in one circumslance bul may result
{n significant injury or death on a subsequent exposure, For example,
a palienl who went blind from interactions between the metallic for-
cign body in his retina and the spatial static fields of the MR scauner
culered the magnet and underwent the entire MR examination with-
out difficulty; he went blind only o exiting the MR scanner at the
completion of the examination,
Barring availability of either pretesting or prior MRI data of the
clip in question, a risk-benefit assessment and review must be per-
formed in cach case individvally. Further, for patients with intra-
cranial ¢lips with no available (erromagnetic ov imaging data,
should the risk-henefit ratio favor the performance of the MR
study, the paticnt or guardian should provide written informed con-
sent thal includes death as a potential risk of the MRI procedure be-
fore that patient is permitted to undergo an MR examination.

. Patients in Whom There Are or May Be Cardiac

Pacemakers or Implantable Cardioverter Defibrillators

1tis recominended that the presence of implanted cardiae pacemak-
crs or implamable cardioverter defibrillators (FCDs) be considered a rel-

AJR:188, June 2007



Safe MR Practices

ative contraindication for MRI. MRI of patients with pacernakers and
ICDs (“device patients”) is nof routine. Should an MRI be considered, it
should be done on a case-by-case and sile-hy-site basis, and only if (he
sile is stalled with individuals with the appropriate radiology and cardi-
olopy knowledge and expertise on hand. As of this wriling, no cardiac
pacing and/or deibrillating devices are labeled sale or conditionally safe
for MRI scanning. Pacemaker and/or ICD leads may also present a haz.-
ard in the absencee of any implant conneeted (o thei.

The protective circuitry of pacemakers and 1CDs and their re-
sistance (0 electromagnetic interference (EMI) has steadily in-
proved over the years. Therefore, recently marketed (“modemn’™)
devices may be safer in the MRI environment, HMowever, the com-
mittee cschews the term “modesrn” when referring 10 o particular
device, recognizing that all devices currently marketed confain leg-
acy compoanents (hat may or may nol be resistant to the lorces and
EMI present in the MRIT suite. Tulure devices, unless appropriately
tested and labeled as such, should not be regarded as safe for MR
simply because (hey are “modern” or recently manufactored.

Unexpecled programming changes, inhibition of pacemaker out-
put, [ailure to pace, transient asynchronous pacing, rapid cardiac pac-
ing, the induction of ventricular fibrillation, heating of the tissue adja-
cent to the pacing or ICD system, carly batlery deplelion, and outright
device failure requiring replacement may all occue during MRT of pa-
ticnts with pacemakers or 1CDs. The committee noles that multiple
deaths have occurred under poorly and incompletely characterized cir-
cumstances when device patients underwent MRIL These deaths may
have occurred as a result of pacemaker inhibition, failure (o caplure or
device failure {resulting in prolonged asystole), and/or rapid cardiac
pacing or asynchronous pacing (resulting in the initiation of ventricu-
lar tachycardia or librillation).

I1deally, the nonemergent patient should be apprised of the risks as-
sociated with the procedure and should provide prospective writlen in-
[ormed consent prior (o Lthe initiation of MRI. While the majorily ol re-
ported deliberate scans of device patients have proceeded without
mishap when appropriate precautions were taken, there may be under-
reporting of adverse cvents, including deaths [58]. Thus, assignment of
arisk—benelit ratio w Lhe performance of MR1ina device patient is dil-
ficult, While the risk may be fow, device patients who are considercd
for MRI should be advised that lilc-threalening arrhythimias might oc-
cur during MRI and serions device malfunction might occur, requiring
replacement of the device.

Should any MR examination be contemplated for a patient with an
implanted pacemaker or [CD, it is recommended that radiology and
cardiology personne} and a fully stocked crash card be veadily avaitable
throughout the proceduare in case a significant archythmia develops
during the examination thal docs not terminate wilh the cessation of
the MR study. 'The cardiologist should be familiar with the patien’s ar-
rhythmia history and the implanted device. A programmer that can be
used 10 adjust the device as necessary should be readily available. Al
such patients should be actively monitored for cardiac and respiratory
function throughout the examination. At a minimum, ECG and pulse
oximetry should be used. At the conclusion of the examination, the
cardiologist should examine the device to confirm (hat the function is
consistent with its preexamination state. Follow-up should include a
check of the patient’s device at a time remote (1-6 weeks) after the
sean to confirm appropriate function,

Should an MR (or entry into the magnet arca) be performed in-
advertently on a paticnl wilh a pacemaker or ICD, the patient’s car-
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diologist should be contacted before the patient’s discharge from
the MRI suile. The importance of examination of the device prior
Lo the patient’s leaving the MRI suite cannot be oveestated.

Site Emergency Preparedness

There are many {actors to consider when altempling (o ensure
that an MR imaging facilily is adequately and appropriately prepared
Lo handle any of several types ol emergencics that might impact MR
scanncers of varied design types. Appendix 4 addresses Lhese issues
in some detail and provides specific guidelines to help anticipate and
sileguard sites from some of the more comimon emergencics and di-
sasters that might affect MR imaging facililies.
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APPENDIX 1: Personnel and Zone Definitions

PERSONNEL DEFINITIONS

Non-MR Personnel

Patients, visitors, or facility staff who do not mecel the criteria of

level 1 or level 2 MR personnel will be referred Lo as non-MR person-
nel. Speeifically, non-MR personnel will be the terminology used to
reler to any individual or group who has not within the previous 12
months undergone the designated formal training in MR safcty issues
defined by the MR safely director of that installation.

Level 1 MR Personnel

Individuals who have passed minimal safcly educational cfforts to
ensure their own salely as they work in Zone 1T will be relvrred 1o as
level | MR personnel (e.g., MRT depariment office staff and paticnt
aides).

Level 2 MR Personnel

tndividuals who have been more extensively trained and cducated
in the broader aspecets of MR safery issues, including issues related 10
the potential for thermal loading or burns and direct neuromuseular ex-
citation from rapidly changing gradients, will be referred to as level 2
MR personnel (c.g., MRI technologists, radiologists, and radiology
department nursing stall).

ZONE DEFINITIONS

Zone |

This region includes all arcas that are freely accessible 1o the gen-
cral public. This area is typically outside the MR environment itsell
and is the arca through which patients, health care personnel, and other
cmployees of the MR site access the MR environment.

Zone ll

This arca is the interlace belween the publicly accessible uncon-
trolled Zone T and the siviclly controlled Zone [ (see below). Typi-
“lly, the patients arc greeted in Zone [I and are not free (o move
throughout Zone H at will, but rather arc under the supervision of MR
personnel. 1Lis in Zone 11 that the answers 10 MR screening questions,
patient historics, medical insurance questions, cle. are typically ob-
Lained.

Zone lll

This area is the region in which free access by unscreened non-MR
personnel or ferromagnetic objects or equipment can result in serious
injury or death as a result of interactions between the individuals or
cquipment and the particular environment of the MR scanner. These
interactions include, but are not limited to, those with the MR scan-
ner’s static and time-varying magnetic ficlds. Al access to Zone Tl is
0 be strictly restricted, with access o regions within it (including
Zone IV, sec below) controlled by, and entively under the supervision
of, MR personnel.

Zone IV

This area is synonymous with the MR scanner magncl room itscll’
Zome IV, by definition, will always be located within Zone 117 as it is
the MR magnet and its associaled magnetic ticld which generates the
cxistence of Zone [

Non-MR personnel should be accompanied by, or under the imme-
diate supervision of and visual contact with, one specifically identified
level 2 MR person for the entirety ol their duration within Zone 11 or
Zone 1V restricted regions.

Level | and 2 MR personnel may move (reely about alf zones.

APPENDIX 2: MR Facility Safety Design Guidelines

The goal of MR salety is to prevent harm (o paticats, though an MR
facility cannot simply adopt one or lwo interventions and hope Lo suc-
cesstully attain (his objective. According to safety and buman factors
engincering principles, mulliple salety strategics must be adopted to
be elfective. This approach is sometimes termed “defense in depth.”
The safety strategies outlined in the main body of this Guidance Doc-
ument for MR Safe Practices include, forinstance, policies that sestrict
personnel access, specialized training and drills for MR personnel, and
warning labels for devices 1o be brought into Zone TV regions.

Along will these peaple-oriented strategies of policies and training,
organizations need also 1o adopt the strategies of salety-oriented archi-
tectural and interior design, These design elements can support the
other safety strategies by making them easier or morc obvious Lo fol-
low. The architectural enhancements deseribed herein add one or more
strong barricrs lo enhance “defense in depth.”

This appendix includes descriptions of architectural and interior de-
sign recommendations organized around the many MR suite func-
lional arcas. Nate that a facilily’s design can encourage safety and best
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praclices by improving the flow of patients, various health care per-
sonnel, and cquipment and devices, and not just by preventing MR un-
sale items from becoming missiles, or sereening oul patients with haz-
ardous implanted devices.

Placing design clements strategically in a suite layout such that the
clement supports best-practice work flow patterns will increase com-
pliance with safer practices. For example, having a private arca for pa-
tient screening intcrviews willinake it maore likely the patients will dis-
close sensitive types of itnplants. Another example of designing for
safety is to include dedicated space and temporary storage for MR Un-
sale equipment {c.g., Ferromagnetic TV poles, (ranspott strelchers) ont
of dircet sight and away [vom people llow patierns.

Effective and safe MR suites must balance the (echnical demands
of the MR ¢quipment with lacal and state building codes, standards of
acerediting bodies, clinical and patient population nceds, payor re-
quirements, and a collage of civil requirements from the Health Insur-
ance Portability and Accountabilily Act (HIPAA) (o the Americans
with Disabilities Act (ADA).
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In an elfort to better match appropriate facility design guidelines
with levels of patient acuily and care, the ACR MR Safety Commitice
is currently developing level designations for MR facilities in con-
junction with the cfforts of committees from other societics and orga-
nizations. These will address customization of requirements for sites
with varying anticipated patient carce sedation, anesthesia, and/or in-
terventional activilies.

While it would be desirable o provide a universal MRI suite salety de-
sign, the variables are (00 numerous to adequalely address in asingle tem-
plate. The (ollowing MRI Facility Safety Design Guidelines provide in-
formation in support of plaming, design, and construction of MR
facilities, including updates to existing MR facililies, which cnhance the
safety of patients, visitors, and staft. This information is inlended Lo sup-
plement and expand upon patient safely puidance provided throughout the
ACR Guidance Document for MR Sale Practices.

1. MR Equipment Vendor Templates

Design templates provided by MR equipment manufacturers are in-
valuable in developing suites thal meet the minimuwin echnical siting
requirements for the specific equipment. Vendor design (emplates,
however, typically depict only the control and equipment rooms, in ad-
dition to the magnel room, Zone 1V.

Patient/family wailing, interview areas, physical screening/chang-
ing areas, access controls, storage, crash carts, induction, medical gas
services, holding arcas lor palicots alter screening, infection conlrol
provisions, and interventional applications, among many other issues,
are not addressed in typical vendor-provided drawings. These issues
are leflt Lo facility owners, operators, and their design professionals to
resolve. The guidance which follows is designed 1o address many of
thesc issucs which dircetly impact safety within the MR suite.

2. Patient Interview/Clinical Screening Areas (Zone [l)

Reviewing the patient Salely Screening Form and the MR Hazard
Checklist requires discussing con(idential personal infocmation, To fa-
cilitate [ull and complete paticnt disclosurce of their medical hislory,
this clinical screcning should be condueted in an area which provides
audilory and visual privacy for the patient. Facilities should prospec-
tively plan for clectronic patient medical records, which are useful in
clinical screcning, and should provide aceess (o records in the MR
suite in support of clinical palient screening,.

Clinical screening of inpalienls may be completed in Lhe patient
room for hospital-based MR facilities. However, all screenings are (o
be double-checked and verilied by appropriately trained MR person-
ned before MR examination,

3. Physical Screening and Patient Changing/Gowning Rooms

(Zone )

All persons and objects entering Zone 1 should be physically screencd
for the prescnce of ferromagnetic materials which, ircespective of size, can
become (hweats in proximity to the MR scanner. A focation should be pro-
vided for patients in which (hey may change out of their street clothes and
intw a facitity-provided gown or scrubs, if or ag deemed appropriate. For
those facilities that either do not provide space for, or do not require, pa-
tient changing, the facility must provide alternative means ol identitying
and removing items that the patient may have brought with them that
might pose Lhreats in the MR environment.

Ahigh-strength handheld magnet is a recommended tool to evaluate
the gross magnelic characteristics of objects of unknown composition.
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Muagnetic strength (or these permanent magnets [alls off quickly as one
moves away From the [ace of the magnet. Thus, these may nol demon-
strate atlraction for ferromagnetic compaonents which are not superfi-
ciatly located or cannot for whatever reason be brought into close
proximity with the surface of this handbeld magnet.

Ferromagnetic detection sysiems have been demonstrated to be
lighly eftective as a quality assurance tool, verifying the successful
screening and identilying ferromagnelic objects which were not dis-
covered by conventional sereening methods. 1t is recommended that
new [acility construction anticipate the use of ferromagnetic detection
sereening in Zone 11 and provide for installation of the devices in a lo-
cation which facilitates use and throughpul. Many current ferromag-
netic detection devices are capable of being positioned within Zone I,
cven at the door Lo the magnet room; however, the recommended use
of lerromagnetic delection is to verify the screening of patients before
they pass through the contralled point ol access into Zone 1L,

Physical screening of patients should consist of remaoval of all jew-
elry, metallic or ferromagnetic objects, onplants, and prostheses (as in-
dicated by manulacturer's condilional use requircments and physician
instructions) and either having patients change out of their street
clothes into Cacility-provided gowns or scrubs or thorough sereening
of streel clothes, including identifying the contents of pockels and the
composition of metallic fibers, lastencrs, and reinforeing.

4. Transfer Area and Ferrous Quarantine Storage {Zone II)

Patients arriving with wheelchairs, walkers, portable oxygen, and
other appliances that may be unsafle in the MR eavironment should be
provided by the facility with appropriate MR safe or MR conditional
appliances. An arca should be provided (o transfer the patient from un-
safe appliances to ones appropriate 1o the MR enyironment. Unsafe ap-
pliances brought by the patient should be secured in a “ferrous quar-
antine” storage area, distinet from storage areas for MR safe and MR
conditional equipment, and idcally locked out of sight. Patient belong-
ings should be retrieved from the ferrous quarantine only when dis-
charging the paticat to whom lhe objects helong,

"

5. Access Cantrol (Zone Il and Zone 1V)

Means of physically sccuring and restricting access (o Zone 11T from
all adjacent areas must be provided. Independent aceess into Zone 111
must be limited to only appropriately traincd MR personncl,

6. Patient Holding (Zone [lI)

Depending upon facility capacily and paticnt volume, it may be ad-
visable Lo provide a postscreening paticnt holding arca. Zone I hold-
ing areas should be equipped and appointed to prevent patjent exit and
subsequent reentry. This will help prevent the inadverlent—or even in-
tentional—introduction of umsereenced objects and personnel.

Miuny multitechnique radiology facilitics combine patient holding
andfor induction areas for paticn(s undergoing dillerent types of imag-
ing examinations. This presents safety challenges when, for example,
patients scheduled (o undergo CT are held in a palient holding area
shared by postscrecning MR patients. As CT patients would not typi-
cally be sereened for MR contraindications or ferrous materials, this
poses tisks 1o both the CT palient with a contraindicated implant and
to those in the MRI Zone 1V shonld an unsereened individual inadver-
tently enter with a ferrous object or implant.

Unless all persons in patient holding areas used for postscreening MR
patients are sereened for MRI, the practice of shared patieat holding areas
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belween MR and other lechniques s discouraged. Uldmalely il is the re-
sponsibilily of trained MR stafl'to verily the screening of any commingled
patient prior to permilting them o enter Zone 111 and Zone IV,

In all MR facilities, Zone UT is required (o be sccured and access
limited to only MR personnck and successfully MR prescreened non-
MR personnel accompanied by MR personnel. Ideally, lacilities
should be designed so thal patients undergoing other fechnigues arc
not commingled with postsereening MR patients.

7. Lines of Sight and Situational Awareness {Zone LII)

Traincd MR personnel are arguably the single grealesl sulety re-
source of MR lacilities. These individuals should be afforded visual
control over all persons enfering or exiling Zone 11 or Zone [V. The
(echnologist seated at the MR operator console should therefore be
able 10 view not only the patient in the MR scanner bul also the ap-
proach and entrance into Zone IV. When practical, suites should also
be prospectively designed Lo provide a view from the MR operator’s
console o paticnt holding arcas. If this cannot be satislactorily
achieved by direct line of sight, remote video viewing devices are an
acceplable substitute toward accomplishing Lhis objective.

The technologist at the console should also be provided with a view
1o induction and recovery areas within the MR suile, as applicable.

8. Emergency Resuscitation Equipment (Zone [l or Zone I1I)

Becausc of risks associated with contrast agents, scdation, ancsthe-
sia, and even the frail health of patients undergoing MR examinations,
it is adviscd that cach facility have appropriate provisions for stabili-
zation and resuscitation of paticnis.

It is recommended that crash carts and emergency resuscitation
cquipment be stored in a readily accessible drea in cither Zone IT or
Zone 11, This emergency resuscilation equipment is o be appropri-
alely labeled and also tested and verified as sale for usage in MR en-
vironment for the anticipated coaditions of usage.

MR facilities should mamtain a supply of emergency medications
to treat adverse reactions to administered contrast agents.

MR facilities providing care to patients who require clinical support
during the MR examinalion should have emergency response equip-
ment and personnel, trained in MR safety issucs as well as (vained (o
respond (o anticipalable adverse events, readily available to respond to
patienl adverse cvents or distress in the MR arena.

9. Fringe Magnetic Field Hazards {Zane Ill)

For many MR system installations, magnclic fringe ficlds which
project beyond the confines of the magnet room superimposce potential
hazards on spaces which may be oulside the MR suile, potentially on Jev-
cls above or below the MR site and perhaps even oulside the building. Ia-
cilities must identily all occupyable areas, including those outside the MR
suite (incloding rooftops, storage arcas, mechanical closets, cte.) which
arc exposed to potentially hazardous magnelic fringe field strengths. Ar-
cas of polential hazard must be clearly identified, and access to Lhese arcas
must be restricted, just as they would be within the MR suile.

10. Cryogen Safety {Zone 1V}

Liquid belium and liquid nitrogen represent (he most commonly used
eryogens in MR enviromments. The physical propertics of these cryogenic
liquids present significant potential salety hazards. J£ exposed to room air,
these cryogenic liquids will vapidly boil off and expand into a gascous
state. ‘This producces several polential safety concemns, including:
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« Asphyxiation is a possibilily as cryogenic gases replace oxygenated air.

+ Frostbite may occur at the exceedingly low temperatures of these
cryogenic liquids.

+ Fire hazards can exist in the unlikely event ot a quench, especially if
some of the cryogenic gases escape into the agnel room/Zone V.

* Hyperbaric pressure considerations within Zone 1V can rarely exist
in 1he unlikely event of a quench in which sorme of the cryogenic
sases eseape into the magnet room/Zone 1V,

a. Cryogen Fills
Thoogh contemporary superconducling magnets require cryogen

refills only infrequently, there is still almost always the need to peri-
adically bring hundreds of liters of Jiquid cryogen to Lhe magnet. Wt is
because of the risks to persons near the magnet and storage/lransport
dewars that rans(ill operations should be undertaken with greal care
and only by appropriately trained personnel.

+ Dewars containing eryogenic liquids should never be stored inside
art MRI facility or indeed any enclosed facility unless in a lacility
specilically designed to imanage the associated pressure, tempera-
ture, and asphyxiation risks.

» A cryogen trans(ill should never be attempted by untrained person-
nel or even with any unnecessary personncl in attendance, including
MR personnel staff and paticnts, within Zone IV.

e Cryogen Lransfills should only be performed with appropriate pre-
cauttons in place to prevent pressure entrapment and asphyxiation.

b. Magnet Room Cryogen Safety
For most MRI systems, if the magnet quenches, the escaping cryo-

genic gases arc ducted outside the building to an upoccupied discharge

arca. However, (here have been documented failures of eryogen
vent/quench pipe assemblics which have led to considerable quantilies

ol cryogenic gases being inadvertendy discharged into the magnel

room/Zone [V, The thermal cxpansion of the eryogens, if released into

the magnel roam, can positively pressurize the magnet room and en-
trap persons inside until such time as the pressure is equalized.

The following recommended MRI suite design and construction elements
reduce patient and stadf risks in the unlikely event of a quench in which the
cryogen venl pathway (quench pipe) raptures or leaks into Zone [V:

+ All magnet rooms/Zone IV regions {or superconducling magnels
should be provided with an emergency exhaust pathway. The emer-
gency exhaust grille is (o be located in the ceiling opposite the en-
trance (o the magnel room (Zone [V) door. At this location, when
activated in the unlikely event of o quench breach, the exhaust fan
is positioned to draw the vaporous cloud of cryogenic gas away
[rom the door providing exil from the magnet room,

» Many MR manufacturers are now requiring thal magnet rooms for
superconducting magnets also be provided with an additional form
of passive pressure relief/pressure equalization (o minimize the
risks of postlive-pressure enlrapment. Designs for passive pressure
relief mechanisms should follow design criteria similar to those of
cryogen vent pathway and aclive exhausl, including discharge (o a
protected area. as deseribed in section 10.¢ below.

Some MR facilitics arc constructed without open waveguides or
atass abservation windows 1o Zone 1V regions, In these lucilities. the
potential risks of entrapment are even greater and may warraal an ad-
ditional degree ol atlention in (his regard.

While it can pravide a degree of redundancy, it should be noted that,
even with an exbaust fan, designing te door to Zone 1V to swing oul-
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ward iy not, by itscll, an appropriale means of pressure relicl. In a sc-
vere positive-pressure siluation, unlatching an oulward-swinging door
might permit the door to burst apen with remendous pressure, paten-
tially injuring person(s) opening the door. If employed as the only
means of pressure equalizalion, an outward-swinging door may aclu-
ally introducc new hazards to any staft person attempting to open the
door 1o a pressurized magaet room from {he outside.

Similacly, though it has proven effeclive in lie-threatening sitna-
tions, breaking a control window should not be advocated as a primary
means of relieving/equalizing Zone TV pressure in a quench situation.
It should be noted that the current construction of many RF-shielded
abservation windows is such that breaking the window would be very
difficult, further diminishing that as a viable means of pressure relief.

Once provided with appropriate pressure equalizalion and emer-
gency exhaust, magnet room door swing direction and design should
be left 1o the discretion of a facility and (heir design professionals.

c. Cryogen Vent Pathway
Obstruciions, inappropriale pipe materials, insufficient pipe caliber

and/orlength, or faunlty connections in the Tength ol the eryogen vent path-
way can cause failure between the magnet and the point of discharpe. An
evaluation of (he current cryogen vent: piping/ducting assembly is recom-
mended to help identify and correct potential weaknesses that could po-
lentially (ail in a quench. Facilitics are advised (o evaluate the design and
inspect the construction of their cryogen vent syslem.

Becavse minimuin design requirements for some cryogen vent sys-
tems have been revised by magnel system vendors, facilities should
obtain cureent standards from the original eguipment manufacturers o
use in evaluating their cryogen vent assembly and not rely on original
siting requirements.

Beyond the assessment of the current construction of the cryogen
vent system, it is prudent for MRI facilities:
= Toinspect cryogen venl sysiems at least annvally, identifying stress

or wear of pipe sections and couplings, loose fittings and supports,

or signs of condensation or water wilhin the cryogen vent pathway,
which may indicatc a blockage.

» Tollowing any quench of a superconducting magnet, (0 conduct a
thorough inspection of the ceyogen vent system, including pipe scc-
tions, fittings, couplings, hangers, and clumps, prior (o returning the
magnet 10 serviee.,

Because obstructions or occlusions of the cryogen vent can increase the
liketihood of rupture in a quench event, facilities should ensure that:

* The discharge poinl has an appropriate weatherhead thal prevents

horizontal, wind-driven precipitation from entering, cotlecting, or

freezing in the guench exhaust pipe.

The discharge point is high enough off the roofl or ground surface

that snow or debris cannol enter or occlude the pipe.

The discharge is covered by a malerial having sufficicutly small open-

ings to prevent birds or other animals from cntering the quench pipe,

while not occluding cryogenic gaseous egress in a quench situation.

Facilitics that discover Jailings in any of these basic prolections of the

eryogen discharge poinl should immediately take additionat steps to ver-

iy Lhe patency of the cryogen vent and provide the minimum current dis-
charge protections recommended by the original equipment manufacturer.

To protect persons from cryogen exposure at the point of discharpe:

+ Al the point of cryogen discharge, a quench sately exclusion zone
with aminimum clearradius of 25 1t (8 m) should be established and
clearly marked with surface warnings and signage.

The quench safely exclusion zone should be devoid of serviceable
cquipment, air infakes, operable windows, or unsecured doors that
cither require servicing or offer a pathway for cryogenic gasses to
reenter the building.

Persong who must enter (his quench safety exclusion zone, including inci-
demal maintenance personnel and contractors, should be penitted to do
so only alier receiving specific instruction on quench risks and response.

=

11. MR Conditional Devices (Zone V)

The normal or safe operation of many medical devices designed for
use in the MR environment may be disrupied by exposure lo condi-
tions cxceeding Lhe deviee’s conditional rating threshold. It is advis-
able for MR facilitics to identify the maximum conditional rating for
static ficld and spatial gradient exposure for cach MR Conditional de-
vice thal may be brought into Zone [V. For prospective instaHations, it
is recommended that the location of critical isogauss line(s) be identi-
fied tor MR Conditional equipment and devices used within the MR
suile and delineated on the floor and walls of e magnet room to aid
in the positioning and safe and elfective operation of said equipment.

Al MR fucilities should evaluale all MR Conditional patient mon-
iloring, ventilators, medication pumps, ancsthesiamachines, monitor-
ing devices, biopsy, and other devices and cquipment which may be
brought into the magnet room (or maguetic Gield tolerances. Facilitics
should consider providing physical indications of critical gauss lines
in the construction of the magnet room to promole the salc and effec-
tive use of MR Conditional equipmesl, as appropriate.

12. Infection Control (Zone V)

Because of safety concerns regarding incidental personnel within
the MR suite, restricting housckeeping and cleaning personnel {rom
Zone [ and/or Zone 1V regions may give rise w concerns about the
cleanliness of the MR suile. Magnet room finishes and construction
details should be designed to [lacilitate cleaning by appropriately
trained sl with nonmolorized equipment. Additionally, as the num-
bers of MR-guided procedures and interventional applicalions grow,
basic infcction control profocols, such as semntess Toorings, scrubba-
ble surfaces, and hand-washing stations, should be considered.

13. Limits of Applicability and Recornmended Design Assistance

The facility design issucs identilied in this document address only
general safety design issues for MRT suites. There ace a multitude of
site-specific and magnet-specific operational and technical design
considerations relevant to MR (acility design and conslruction that are
not addressed in these guidelines. These issues include, but are not
timited to, patient acuity, staff access, echnique conflicts, vibration
sensilivity, throughpwt and efficiency, HIPAA consideralions, mag-
nelic contamination, sound (ransmigsion, magnel shim tolerances,
shielding design, moving nctal interferences, MR equipment up-
arades, clectromagnelic interference, and many others.

In addition Lo incorporating the guidance (rom this document, a fa-
cility would be well advised 1o seek expert assistance in the planning
and design of MRI and multitechnique radiology snifes.

AJR:188, June 2007

23



Kanal et al.

APPENDIX 3: Safety Screening Form, MR Hazard Checklist, and Patient Instructions

SAFETY SCREENING FORM FOR MAGNETIC RESONANCE (MR) PROCEDURES

Date

Name (first middle las)_ S .
Female [ JMale [} Age..._... Date of Bivth____,,
Height Weight

Why arc you having this examination (mnedical problem)?

YES NO
lave you cver had an MR examination before and had a problem?

11" yes, please describe =

Have you ever had an injury from o metal objeet in your eye (inetal
shivers, metal shavings, other metal object)?

(I yes, did you seek medical attention?
I yes, describe what was Tound _—

Do you have a history of kidney disease, asthma, or other allergic res-
piratory discase?

Do you have any drug allergics?

If yes, please Hist drugs

Have you ever had & surgical operation or procedure of any kind?

If yes, list all prior surgeries and approximate dates:

Have you ever been injured by a metal object or foreign body (c.g., bul-
let, BB, shrapnel)?

Il yes, please describe

MR Hazard

Please mark on the drawing indicating the location of any metal in-
side your bady or site of surgical operation,

The following items may be harmful to you during your MR scan
or may interfere with the MR examination. You must provide a “'yes”
or "“no” for every item, Please indicate if you have or have had any of
the following:

RIGMT LEFT LEFT RIGHT
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Huve you ever received a contrast agent or X-ray dyc used lor MR,
CT, or other X-ray or study?

Have you ever had an X-ray dye or magnetic resonance imaging (MRT)
contrast agent allergic reaction?

Il yes, please describe

Are you pregnant or suspect you may be pregnant?

Are you breast fecding?

Date of Tast menstrual period Post-menopausal?

Checklist

YES NO

____ Anytype of clectronic, mechanical, or magnetic implant
Type

__ __ Cardiac pacemaker

o Aneurysm clip

______Troplantable cardiac defibrillator

_ —__Neurostimulalor

. __Biostimulalor

Type. S

____Aay type of internal clectrodes or wirces

_ Cochlear implant

o Mearing aid

_____Implanted drug pump (e.g., insulin, baclofen,
chemotherapy, pain medicine)

___Halovest

____ Spinal fixation device

___.Spinal fusion procedure

____Any type of coil, filter, or stent

__Aay type of melal object (e.g., shrapnel, bullet, BB)
__Artificial heart valve
Auay type of car implant
oe ._Penile Umplant
e _Artificial eye
o lByclid spring
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Any type of implant held in place by a magnet
Type

Any type of surgical clip or slaple
o A1y IV aceess port (c.g.. Broviac, Port-a-Cath, 1lickman,
PICC line)

—— ____Medication patch (e.g., nitroglycerine, nicoling)
________ Shunt

____ Arlificial limb or joint

What and where

e e TissUC Xpander (¢.g., breast)

Removable dentures, False teeth, or partial plate
Diaphragm, IUD, pessary

s = Surpical mesh
Location

e ——_Bay piercing
Location
__ Wig, hairimplants

Tadoos or lallooed eyeliner

Radiation seeds (e.g., cancer treatment)

Ay implanted items (e.g., ping, rods, screws, nails, plaics, wires)
____ _____Any hair accessories (e.g., bobby pins, barcettes, clips)
__ Jewelry

____Any other type of implanted item

Type

Instructions for the Patient

1.You are urged to usc the ear plugs or headphones that we supply
for use during your MR examination since some patients may
ind the noisc Jevels unaceeplable, and the noisce levels may affect
your hearing,

2. Remove all jewelry (c.g., neckluces, pins, rings).

3. Remove all hair pins, bobby pins, barrettes, clips, ctc.

4. Remove all dentures, false teeth, partial dentad plates.

3. Remove hearing aids.

6. Remove cycglasses.

7. Remave your walch, pager, cell phone, credit and bank cards, and all
other cards with a magnetic strip.

8. Remove body piercing objects.

Q. Use gown, if provided, or emove all clothing with metal fasteners, zip-
pers, cte.

| atlest that the above informaltion is correct 1o 1he best of my knowl-
cdge. [ have read and understand the entire contents of this form, and
[ have had the opportunity Lo ask questions regarding the information
on this form.

Palient signature
MD/RN/RT signature,
Date_____.

Print name of MDD, RN, RT I

For MRI Office Use Only

Patient Numne IR
Patient 1D Number,
Referring Physician,

Procedure
Dingnosis =
Clinical History. S

Hazard Checklist for MRI Personnel

YES NO
Endotracheal tnbe

Swan-Ganz catheter
Extraventricular device

Arterial Jine transducer

YES NO
____Foley catheter with temperature sensor and/or metal clamp
__ Reetal probe
_Esophageal probe
e e—_Tracheotomy tube
___Guidewires
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APPENDIX 4: MR Facility Emergency Preparednass Guidelines

Healtl care facilitics have a unigue obligation (0 minimize the dis-
ruption from disasters and hasien their abilily to restore critical patient
care services when interrupted.

‘Those charged with the operation of MR facilitics have the added com-
plexities of protecting nol only the stall’ and strueture, but also the equip-
ment, which may be extraordinarily sensilive lo chunges in its environ-
meat, including vibration, power supply, and water damage.

In the fall of 2005, many walched as Hurricanes Katrina and Rila
devastated vast swathes of the U.S. Guilf Coast. Thosc facilitics which
were well prepared for the damage, loss ol power, and other laitures
ol infrastructure fared far betler than those that thal were not.

Even those not in the likely path of future Gulf hurricanes may have
10 contend with carlhquakes, tornadoes, fires, ice storms, snowstorms,
or blackouls, at some point. Particularly those involved in providing
patient care should look to how we will provide care at the times when
it is most widely and desperalely needed, We may lind that, while in-
dividuals are willing, the facilities, equipment, and inlrastruclure re-
quired to provide clinjcal care have not been adequately prolected.

1. Water Damage

Whether [vom rool failure, burst pipes, Storm surge, ot rising rivers, ev-
cry facility has the potential for water damage 1o equipment and facilitics,
Damage can range from inconvenicnces cured by a couple of hours with
a wet-dry vacuum to tlooding of eguipment electronics. It takes only
small quantity of water in contact with an MRI scanner (o incapacilate or
destroy the cquipment.

To keep Ieaking roofs, borst pipes, or other overhead damage [rom
dousing MRI equipment, il is recommended thal facilitics prepare by
covering gantrics and equipment with sturdy plastic, (aped in place,
when water damage is an anticipated possibility. To keep processors
and gradicat cabinets from becoming swamped in a Mood sitation,
electronics that can be hifted ofl the ground should be moved as far olf
the floor as possible. RIF shiclds, particularly the floor assembly, may
be significantly damaged and need to be replaced in a tlood situation
if they are nol designed (o be protected against water damage.

During the 2005 hurricancs, many hospitals and itnaging facilities that
had ecmergency generators Lo help restore power discovered that their sites
had generators, or other critical supplies, in basements or other low-lying
areas that were Nooded. Facilities should evaluate disks from watcr dam-
age and assess their preparations lor failure of the building enclosure as
well as the potential for a flood situation.

2. Structural Damage

MRI presents a particular challenge with structural failure. Al-
though unlikely with current magnet systems, vibrations from seismic
evenls do have the polential to initiate a quench ol the magnet system.
Structural damage or molion may also damage the RI¥ shicld enclo-
sure, potentially degrading image quality until the shicld is repaired.

3. Power Outage

Without clectrical power 10 the vacuum pump/cold bead o keep the
cryogen within a superconducting MRImagnet liquefied, the eryogen will
begin (o boil olf at an aceelerated rate. Depending upon eryogen vent de-
sign and boil-off cale, the additional cryogenic gas discharge may frecze
any accumulated water in the cryogen vent, occluding the pipe and in-
creasing the possibility for a cryogen vent breach in the event of a quench.
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At some point, il power (O 1he vacuum pump is not restored, likcly a
couple days to perhaps a week alter power is Jost, the magnel will sponta-
ncously quench, discharging most or all of its remaining cryogenic gasses.
This poses a safcty risk (o anyone near the discharge and runs a small but
linitc risk of potentially permanently danaging the magnet coils.

However, il power (0 the vacuum pump/cold head and eryogen lev-
els is restored prior 1o a quench, there should be no long-lerm conse-
quences (o the magnel’s operation from i power interruption,

‘Tempavary electrical power may be provided either through on-site
or porfable generalors. Cogeneration, or generating one's own clectric-
ity all the time, may not be economically feasible (or smaller or stand-
alone siles bul is increasingly appealing (o hospitals for a number of
reasons, with emergency capacity being only onc.

4. Quench

During the 2005 hurricanes, facilitics, fearing extensive damage to theit
MR systems {vom waler or protracted power outages, yoanually initiated
preemptive quenches. Under the best circumistances, a quench subjects a
magnet (o a change of 50071 (260°C) thermal shock within a few dozen
seconds, which can cause major physical damage. Rarely, itis possible lor
the venting cryogenic gases (0 breach the quench tube and cause signifi-
cant damage o the magnet raom and/or jeopardize the safety of those in
the vicinity. At one New Orleans area facility that elected 1o preemptively
quench ils magnets, the quench tube reportedly (ailed and the pressure
from the expanding cryogen blew out the control room radiofrequency
window (personal communication, Tobias Gilk, October 2005).

Because of the risks o personncel, equipment. and physical facili-
ties, manuat magnet quenches are 10 be initiated only after careful con-
sideration and preparation. In addition to lallowing (hose specitic rec-
ommendations provided by the MRI manufacturer, a facility should
initiate a preemplive quench in nonemergent situations only after ver-
ilying the function of cmergency exhaust systems, verilying or provid-
ing means of pressure relicf, and performing a preliminary visual in-
spection of the cryogen vent pipe as i leaves the MR unit to check for
signs of waler or ice inside the pipe (including waler leaking from fit-
tings or condensation forming on vent pipe sections).

5. Fire and Police

Though very infrequent, MR suiles have been the scene of emergen-
cics requiring fire and/or potice response. While it is quite likely this
will be the first ime many of the responders hiave been to an MR suile,
this should not be the first time that responding organizalions have
been introduced (o the safely issucs for MR. Sites are encouraged 10
invile police and fire representalives to presentations on MR safety uand
1o provide them with facility lours.

6. Code

In the event that a person within the MR suile should require emer-
pency medical atiention, iLis imperalive that those responding to a call
for assistance are aware of, and comply with, MR safcty profecols.
This includes nurses, physicians, respiratory leclmictans, paramedics,
security peesonnel, and others.

The impulse to respond immediately must be tempered by an orderly
and elficient process to minimize risks (o patients, stall, and equipment.
This requires specialized training (or code (eams and, as wilh hre and po-
lice responses, clear lines of authority (or screening, access restrictions,
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und quench authority, Full resuscitation of patients within Zone 1V is com-
plicated by the inabilily to accuralely interpret electrocardiopraphic data.
Furthermore, Lhis may place all within Zone TV at risk of injury [rom fer-
romagnetic objects which may be an, within, or brought into Zone IV by
emergeney response personnel responding o wcode if one is called in that
arca. Therefore, after basic cardiopulmonary resuscilation (airway,
breathing, chiest compressions) is initiated, the paticnt should be immedi-
ately moved out of Zone 1V w0 a prospectively designated location where
ihe code can be run or where the patient will remain until the arrival of
cmergent response personnel.

T is strongly advised tat all MR {acilities pecform regular drills o
rehearse and refine emergency responsc protocols to protect patienls,
MR stall, and responders.

1. Prevention

While it is the nature ol emergencies (0 be surprises, we can antic-
ipate the types of incidents that have higher likelihoods given our fa-
cilities, practices, and locations. Every facility can anticipate the po-
tential for [looding, fire, and code situations. [n addition to these, many
areas (c.g., Calilornia and coustal Alaska) can expect earthquakes. The
central and southern plains states of the United Stales can anticipate
tornados. Colder climales can expect massive snows ot {ce storms.,

State and federal offices of emergency preparedness arc dedicated
lo anticipating and preparing for the specific threals (o your region.
These oftices can serve as an excellent resource regarding risks and
stralegics for preparation.

Once a disaster has struck, i1 is important to assess the immediale
needs ol the communily and to restore thosce critical paticnt carc ser-
vices first.

Damage to MRI equipment and (acilities may not be repaired as
quickly. For gravely incapacitated facilities, semitrailer-based MRI
units may be the only means ol quickly restoring, radiology capacity.

All health care facilitics should have emergency prepatedness
plans. The health care plans for MRT faciiitics should specifically ad-
dress (the unique aspects of MRT equipment. These plans should deline
who has the authority to authorize noncmergent quenches, procedures
for emergency or backup power [or the vacuum pump/cokd head, as
well as instructions on how Lo prolect ganlrics and sensitive electron
tes. Facilitics should have the necessary supplies pre-positioned and
checklists Tor preparalory and responsive aclions. Emergeney pre-
parcdness plans should also include information necessary for restor-
ing clinical services, including contacts for MRI system vendor, RF
shicld vendor, eryogen contractor, MR suite archilect and constroction
contractor, local and stale officials, and affiliated hospital and profes-
sional organizations.

Below are a few questions that may facilitate the development of an
emergency preparcdness plan specilic to the needs of a facility.

o What are the likely/possible natural disasters Lo afTect the arca?

» What arc the likely/possible man-made disasters to affect the arca?

+ Ts clectrical power likely (o be interrupted?

= Would other utilities (natural gas, telecommumications, ete.) likely
be intecrupled?

« What equipment would be inoperative during the emergency?

» What cquipiment could be damaged by the emergency?

« What equipment should be provided with critical or buckup power?

+ Ifthe utility service is not quickly restored, what other risks may arise?

+ Would patients and staff be able to get to the facility?

» Would palients or staff be trapped al the facility?

« 1low critical is cach patienl care service provided at the facility?

= How does the facility protect the equipment needed (o support cach
service?

- 1f the fucility docs not have (he resources on sife, who can provide them?
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be reviewed (or revision or rencwal, as appropriate, on their fifth anniversary or sooner, if indicated.
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has been subjected 1o extensive review, requiring Lhe approval of the Commission on Quality and Salely as well as the ACR Board of Chancellors, the ACR

Council Steering Commitlee, and the ACR Council. ‘The practice guidelines and technical standards recognize that the safe and efleclive use ol diagnostic

and therapeutic radiology requires specific training, skills, and fechniques, as described in cach document, Reproduction or medilication of the published
practice guideline and technical standard by those entities not providing these services is nol awthorized.

Revised 2011 (Resolution 19)*

ACR PRACTICE GUIDELINE FOR PERFORMING AND INTERPRETING
MAGNETIC RESONANCE IMAGING (MRY)

PREAMBLE

These guidelines are an educational tool designed Lo assist
practitioners in providing appropriate radiologic carc for

patients. They are not inflexible rules or requirements of

practice and are not intended, nor should they be used, to
establish a lcgal standard of care. For (hese reasons and
those sct forth below, the American College of Radiology
cautions against the use of these guidelines in litigation in
which the clinical decisions of a practitioner are called
into question.

The ultimate judgment regarding the propricty of any
specific procedure or course of action must be made by
the physician or medical physicist in light of all the
circumstances presented. Thus, an approach that differs
from the puidelines, standing alone, does noL neccssarily
imply that the approach was below the standard of care.
To the contrary, a conscientious practitioner may
respousibly adopt a course of action different from that
sct forth in the guidelines when, in the reasonable
judgment of (he practitioner, such course of action is

indicated by the condition of the patient, limitations of

available resources, or advances in knowledge or
technology subsequent 1o publication of the guidelines.
However, a praclitioner who employs an  approach
substantially different from these guidelines is advised to
document in the patient record information sufficient to
explain the approach taken.

The practice of medicine involves not only the scicnce,
but also the art of dealing with the prevention, diagnosis,
alleviation, and treatment of discase. The variety and
complexity of human conditions make it impossible to
always reach thc most appropriate diagnosis or to predict
with certainty a particular response to trcaiment.

PRACTICE GUIDELINE

Therefore, it should be recognized that adherence to these
guidelines will not assure an accurate diagnosis or a
successful outcome. All that shoutd be expected is that the
practitioner witl follow a reasonable course of action
based on currenl knowledge, available resources, and ihe
needs of the patient to deliver effective and safe medical
care. The sole purpose of these guidelines is to assist
practitioners in achieving this objective.

I INTRODUCTION

Magnetic resonance imaging (MRI) is a multiplanar
imaging method based on an iateraction between
radiofrequency (RI") clectromagnetic ficlds and certain
nuclei in the body (usually hydrogen nuclei) afler the
body has been placed in a strong magnetic field.! MRI
dilterentiates between normal and abnormal tissucs,
providing a sensitive examination to deteel disease. This
sensitivity is based on the high degree of inherent contrast
duc 1o variations in the magnetic relaxation properties of
different tissues, bolth normal and diseased, and the
dependence of the MRI signal on these tissue properties.

I QUALIFICATIONS AND
RESPONSIBILITIES OF PERSONNEL

A. Physician

A physician must be responsible for all aspects of the
study including, but not limited to, reviewing indications
for the examination, specilying the pulse sequences to be
performed, specifying the use and dosage of contrast
agents, interpreting  images,  gencraling  official

I§ee ACR Glossary of MR Terms, Sth edition, 2003,
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interpretations (final reports), and assuring the quality of
the images and the interpretations.

Physicians assuming 1hese responsibilitics for MR
imaging of all anatomical areas (exclusive of cardiac
MRI) should meet one of the following criteria:

Certification in Radiology or Diagnostic Radiology by the
American Board of Radiology, the American Osteopathic
Board of Radiology, the Royal College of Physicians and
Surgeons of Canada, or the College des Médecins du
Québee, and involvement with the  supervision,
interprelation, and reporting of 300 MRI examinations
wilhin the last 36 months.?

or
Completion of a diagnostic radiology residency program
approved by the Accreditation Council for Graduate
Medical Education (ACGME), the Royal College of
Physicians and Surgeons of Canada (RCPSC), the Collége
des Médecins du Québec, or the American Osteopathic
Association (AOA) to include involvement with the
supervision, interpretation, and reporting of 500 MRI
examinations in the past 36 months,

or

Physicians not board certified in radiclogy or not trained
in a diagnostic radiology residency program who assumes
these responsibilities for MR imaging exclusively in a
specific anatomical arca, excluding cardiac MRI, should
meet the following criteria:

Completion of an ACGME approved residency program
in the specialty practiced, plus 200 hours of Category 1
CME in MRI to include, but not limited to: MRI physics,
recognition of MRI artifacts, safety, instrumentation, and
clinical applications of MRI in the subspecialty area
where MRI  reading occurs; and  supervision,
interpretation, and reporting of 500 MRI cases in that
specialty area in the past 36 months in a supervised
situation. For neurologic MRI, at lcast 50 of the 500 cases
must have been MR angiography (MRA) of the central
nervous system.

Specific qualifications for physicians performing cardiac
MRI are described in the ACR-NASCI-SPR Practice
Guideline for the Performance and Interpretation of
Cardiac MRI.

Maintenance of Competence

All physicians performing MRI examinations should
demonstrate cvidence of continuing competence in the
interpretation and reporting of those examinations, 1T
competence  is assured primarily on the basis of
continuing experience, a minimum of 100 examinations

2p3oard certification and completion of an aceredited radiology
residency in the past 24 months will be presumed lo be
salisfactory expericnce for the reportivg  and inlerpreling
requirement,

per year is recommended in order to maintain the
physician’s skills. Because a physician’s practice or
location may preclude this method, continued competency
can also be assured through monitoring and evaluation
that indicates acceptable technical success, accuracy of
interpretation, and appropriateness of evaluation.

Continuing Medical Education

The physician®s continuing education should be in
accordance with the ACR Practice Guideline for
Continuing Medical Education (CME) and should include
CME in MRI as is appropriate Lo the physician’s practice
needs.

B. Medical Physicist/ MR Scientist

The personnel qualificd to carry out acceptance testing
and monilaring of MRI equipment for the purposes of this
guideline include a medical physicist or an MR scientist.

A Qualifited Medical Physicist is an individual who is
competent to practice independently one or more
subficlds in medical physics. The American College of
Radiology (ACR) considers cerlificalion, continuing
educalion, and expericnce in the appropriale subfield(s) to
demonstrate that an individual is competent to practice in
onc or more sublields in medical physics, and to be a
Qualified Medical Physicist. The ACR strongly
recommends that the individual be certified in the
appropriale subfield(s) by the American Board of
Radiology (ABR), the Canadian College of Physics in
Medicine, or by the American Board of Medical Physics
(ABMP).

The appropriale subfield of medical physics for this
guideline is Diagnostic Medical Physics. (Previous
medical physics  cerlification  categories  including
Radiological Physics, Diagnostic Radiological Physics,
and Diagnostic Imaging Physics are also acceptable.)

The Qualified Mcdical Physicist should meet the ACR
Practice Guideline for Continuing Medical Education
(CME). (ACR Resolution 17, 1996 -- revised in 2012,
Resolution 42)

A Qualilied MR Scientist is an individual who has a
graduate degree in a physical science involving nuclear
magnetic resonance (NMR) or MRI. These individuals
should have 3 years of documented cxperience in a
clinical MR environment.

The medical physicist/MR scientist must be familiar with
the principles of MRI safety for patients, personnel, and
the public; the Food and Drug Administration’s guidance
for MR diagnostic devices; and other regulations
pertaining to the performance of the equipment being
menjtored. The medical physicistMR scientist must be
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knowledgeable in the field of nuclear MR physics and
familiar with MR technology, including funetion, clinical
uses, and performance specifications of MRI equipment,
as well as calibration processes and limitations of the
performance  testing  hardware,  procedures, and
algorithms. The medical physicist/MR scientist must have
a working understanding of clinical imaging protocols
and methods of their optimization. This proficiency must
be maintained by participation in continuing education
programs of sufficient frequency (o ensure familiarity
with current concepts, equipnent, and procedures.

The medical physicist/ MR scientist may be assisted in
obtaining lest data for performance moniloring by other
properly trained individuals. These individuals must be
properly trained and approved by the medical
physicist/MR scicatist in the techniques of performing the
tests, the fimction and limitations of the imaging
cquipment and test instruments, the reason for the tests,
and the importance of the test results. The medical
physicist/MR scientist must review and approve all
measurements. The MR scientist should meet the ACR
Practice Guideline for Continuing Medical Education
(CME).

C. Registered Radiologist Assistant

A registered radiologist assistant is an advanced level
radiographer who is certified and registered as a

radiologist assistant by the American Registty ol

Radiologic  Technologists  (ARRT) after having
successfully completed an advanced academic program

encompassing an ACR/ASRT (American Society of

Radiologic Technologists) radiologist assistant curriculum
and a radiologist-directed clinical preceptorship. Under
radiologist supervision, the radiologist assistant may
perform patient assessment, patient management, and
selected cxaminations as delineated in the Joint Policy
Statement of the ACR and the ASRT titled “Radiologist
Assistant: Roles and Responsibilities™ and as allowed by
state law. The radiologist assistant transmits to the
supervising radiclogists thosc observations that have a
bearing on diagnosis. Performance of diagnostic
interpretations remains outside the scope of practice of the
radiologist assistant. (ACR Resolution 34, adopted in
20006) [t]

D. Radiology Technologist

The technologist should participate in assuring patient
comfort and safety, preparing and positioning the patient
for the MR1 examination, and obtaining (he MRI datain a
manner suitable for interpretation by the physician. The
technologist should also perform frequent quality control
testing in accordance with the MRI manufacturcr’s
recommendations.

The technologist performing MRI should:

1. Be certified by the American Registry of
Radiologic Technologists (ARRT), the American
Registry of MRI Technologists (ARMRIT), or
the Canadian Association of Medical Radiation
Technologists (CAMRT) as an MRI technologist
(RTMR}.

or

2. Be certified by the ARRT and/or have
appropriate state licensure and have 6 months
supervised clinical experience in MRI scanning,.

or

3. Have an associate’s degree in an allied health
field or a bachelor’s degree and certification in
another clinical imaging field and have 6 months
of supervised clinical MRI scanning.

To assure competence, the responsible physician should
evaluate any technologist who began performing MRI
prior to Oclober 1996 and who does not meet the above
criteria.

Any technologist practicing MRI scanning should be
licensed in the jurisdiction in which he/she practices, il
stale licensure  exists, To assure competence, all
technologists must be evaluated by the supervising
physician.

1. TECHNIQUES AND INDICATIONS

The currently accepted techniques and indications for
MRI are discussed in various ACR Practice Guidelines
that are based on anatomic sites of examination. Tt is
important that cach site offering MRI have documented
procedures and technical expertise and appropriate
equipment lo examine cach anatomic site. Because the
clinical applications of MRI continue to expand, the
enumerated (echniques and indications in the reference
documents may not be all-inclusive.

Each site’s procedures should be reviewed and updated at
appropriate inlervals. The final judgment regarding
appropriateness of a given examination for a particular
patient is the responsibility of the ordering physician or
other appropriately licensed health care provider and
radiologist. The decision to use MRI to scan a particular
parl of the human body depends on the MRI software and
hardwarc available and the relative cost, efficacy, and
availability of alternative imaging methods. The
examination should provide images with suitable contrast
characteristics, spatial resolution, signal-to-noise ratio,
and section geomelry appropriale 1o the specific clinical
indications.

PRACTICE GUIDELINE
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V. POSSIBLE CONTRAINDICATIONS

Possible contraindications include, but are not limited to,
the presence of cardiac pacemakers, [erromagnetic
intracranial aneurysm clips, certain neurostimulalors,
certain cochlear implants, and certain other ferromagnetic
foreign bodies or electronic devices [2-5]. Possible
contraindications should be listed on a screening
questionnaire. All patients should be screened for possible
contraindications prior to MRI scanning [6-7]. Published
lest resulls and/or on-site testing of an identical device or
foreign body may be helpful to determine whether a
patient with a particular medical device or foreign body
may be safely scanned. There is no known adverse effect
of MRI on the fetus. The decision to scan during
pregnancy should be made on an individual basis [8].

V. SPECIFICATIONS OF THE
EXAMINATION

The examination should be performed within parameters
currently approved by the 'DA. Examinations that use
techniques not approved by the FDA may be considered
when they are judged to be medically appropriate.

The written or electronic request for an MRI examination
should provide sufficient infotmation to demonstrale the
medical necessity of the examinalion and allow [or its
proper performance and interpretation of the examination.

Documentation that satisfies medical necessity includes 1)
signs and symploms and/or 2) relevant history (including
known diagnoscs). Additional information regarding the
specific reason for the cxamination or a provisional
diagnosis would be helpful and may at times be needed to
allow for the proper performance and interpretation of the
examination.

The request {or the examination must be originated by a
physician or other appropriately licensed health care
provider. The accompanying clinical information should
be provided by a physician or other appropriately licensed
health care provider familiar with the patient’s clinical
problem or question and consistent with the state’s scope
ol practice requirements. (ACR Resolution 35, adopted in
2006)

Images should be labeled with the following: a) patient
identification, b) facility identification, ¢) examination
date, and d) image orientation indicated by unambiguous
polarity symbols (e.g., R, L, A, P, H, F).

VI. DOCUMENTATION

High-quality patient care requires adequatc

documentation. There should be a permanent record of

the MRI examination and its interpretation. Imaging of alf
appropriate areas, both normal and abnormal, should be

recorded in a suitable archival format. If contrast material
is administered during the MRI examination, the brand
name of the contrast agent and the administered dose
should be recorded and included in the permanent record
of the MRI examination. An official interpretation (final
report) of the MRI flndings should be included in the
patient’s medical record regavdless of where the study is
performed. Retention of the MRI examination should be
consistent both with clinical need and with relevant legal
and local health care [acility requirements.

Reporting should be in accordance wilth the ACR Practice
Guideline for Communication of Diagnostic lmaging
Findings.

VIL SAFETY GUIDELINES

Safety guidelines, practices, and policies must be written,
enflorced, reviewed, and documented at least annually by
the supervising physician. These guidelines should take
into consideration potential magnetic ficld interactions for
ferromagnetic objects in the MRI environment [9]. They
should also consider potential patienl hazards (e.g., from
magnelic (eld interactions, tissue heating, and induced
electrical currents) and potential hazards posed by
implanted objects and materials within the patient as well
as other individuals in the MR environment [4-5].

A screening program should be implemented (o assure
appropriate and safe use of MR contrast material and to
reduce the risk of nephrogenic systemic fibrosis (NSF)
[10-11]. For further information on ACR screening
recommendations see the ACR Manual on Contrast
Media [12] and the ACR Guidance Document for Safe
MR Practices [8]. Peer-reviewed literature pertaining to
MR safety should be reviewed on a regular basis.

[n pregnancy, gadolinium-based contrast agents (GBCAs)
cross the placental barrier, enter the fetal circulation, and
pass via the kidneys into the amniotic fluid. Although no
definite adverse effects of GBCA administration on the
human fetus have been documented, the patential
bioelfects of fetal GBCA  exposure are not well
understood. GBCA administration should thercfore be
avoided during pregnancy unless no suilable alternative
imaging is possible and the benefits of contrast
administration outweigh the polential risk to the fetus.
(See the ACR-SPR Practice Guideline for the Sale and
Optimal Performance of Fetal MRI).

When GBCAs are administered to nursing women, a
small amount of the conirast agent is excreted in the
breast milk. It is unlikely that the minute amount of
GBCA absorbed by a nursing infant’s gastrointestinal
tract will be harmful. If there is concern on the part of the
referring physician, radiologist, or patient, the nursing
mother can be advised to discard her breast milk for 24
hours after GBCA administration.
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When contrast and/or scdation are necessary, they must
be administercd in accordance with institutional policy
and state and federal Jaw by a qualified practitioner with
training in cardiopulmonary resuscitation [I13]. (Sec the
ACR=SPR Practice Guideline for the Usc of Intravascular
Contrast Media and the ACR-SIR Practice Guideline for
Sedation/Analgesia.)

Appropriate emergency cquipment and medications must
be immediately available to treat adverse reactions
associated with administered medications. The equipment
and medications should be monitored for inventory and
drug cxpiration dates on a regular basis. The equipment,
medications, and other emergency support must also be
appropriate for the range of ages and sizes in the patient
population.

VIII. EQUIPMENT SPECIFICATIONS

The MRT equipment specificalions and performance must
meet all state and federal requirements. The requirements
include, but are not limited to, specilications of maximum
static magpnetic field strength, maximuin rate of change of
magnetic field strength (dB/dt), maximum radiofrequency
powet deposition (specific  absorption rate), and
maximum acoustic noise leveis,

IX. QUALITY CONTROL PROGRAM

A documented quality control program must be
maintained at the MR site. Quality control testing should
be conducted by the technologist and/or service engineer
with review al least annually by the supervising physician
and/or a medical physicist/MR scientist | [4-16].

X. QUALITY CONTROL AND
IMPROVEMENT, SAFETY, INFECTION
CONTROL, AND PATIENT EDUCATION

Policies and procedures related Lo quality, patient
cducation, infection control, and safety should be
developed and implemented in accordance with the ACR
Policy on Quality Control and Improvement, Safety,
Infection Control, and Patient Education appearing under
the heading Position Statement on QC & Improvement,
Safety, Infection Control, and Patient Education on the
ACR web site (hitp://www.acr.org/guidelines).

Equipment performance monitoring  should be in
accordance with the ACR Technical Standard for
Diagnostic Medical Physics Performance Monitoring of
Magnetic Resonance Imaging (MR1) Equipment.
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or standard was amended, revised, or approved by the
ACR Council.

Development Chronology for this Guideline

1992 (Resolution 14)

Amended 1995 (Resolution 53}

Revised 1996 (Resolution 1)

Revised 2000 (Resolution 16)

Revised 2001 (Resolution 12)

Amended 2002 (Resolution 2)

Revised 2006 (Resolution 15,16g,34,35,36)
Revised 2011 {Resolution 19)
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March 7, 2013
To Whom It May Concern:

This is notification that the physicians of IPC of Tennessee provide hospital admissions and inpatient care for
patients of Medical Care, PLLC, 1500 W. Elk Avenue, Elizabethton, TN 37643

IPC of Tennessee physicians are available to admit patients at the following facilities, 7 days per week, 24 hours
per day. The IPC of Tennessee physician on call can be reached at the numbers listed below.

Franklin Transitional Care, Johnson City, TN

Health South Rehabilitation Hospltal, Kingsport, TN
Quillen Rehabilitation Hospital, Johnson City, TN
Health South Rebabilitation Hospital, Bristal, VA

(988) 877-6975
(423) 246-7240
{423) 9521700
{276) 642-7908

Johnson City Medical Centet, Johnson City, TN
Holston Valley Medical Center, Kingsport, TN
Sycampre Shoals Hospital, Elizabethion, TN
Bristol Regionat Medical Center, Bristol, TN

{423) 854-2222
(888) 601-6073
(423) 410-1955
(888) 214-9443

if you have any questions, please contact Sharon Alvis at (423) 282-1480 extension 314,

Sincerely,

U it

Louis Caollier, Director of Operatiuns, TN Region

Following Is a list of physicians on staff at IPC of TN.

: :Nam = NP_'I'-' 3 N CpastNane; b Tirst Name. jeig
Abu-Zeltoon MD Rawan 1265621072 Mahboob, MD Rarshied 1659356335
Adams, DO Stephanie A. 1023289493 Mann, MD lohn 1104811684
Aimua, MD Benedict €. 1962674424 Martin, MD Jei 1033104047
All, MD Muhammad 1265626279 Meade, 0O Farida C. - ) IJ:'I—/J'II‘I?.SS
Belagode, MO Vinaya S 1518048172 Nazarav, MD Vitaty -1‘7-6_-0%9084
Clark MO Vivian 1205889508 Ohuekwa, MD Uzoma 1952301409
Colinger MD JW 1245283886 Oaush, MD Uchenna 1578883377
Colinger DO Jason 1609829241 Paris, MD Clafre 1063465128
Daniel DO John 1013887023 Pickstock, MD Janet G. 1215914528
Diuz Valdes, MD Sergio A 1417138438 Porter, MD Keith G. 1821036179
Donavan, MDD Brian P 1598741787 Quinr, MD Cenald R. 1447219688
Garrido, MD Jose A, 1982640140 Sawaf, DO John N. 1246347358
Gonce, MD loel 1114920188 Singh, MD Parmluderjit 1396903126
Gulita, MD Veerendra 1457362162 Squires MD Anne Charlotte 1871536217
Holt, MD . Jacoh E, 11954831636 Stare, MD Dennis 1477727816
Jackson, MO Richard 1457350770 Theerathorn, MD Pitchar 1548223084
Jastan, MD Rasmiiyah 1740474527 Tounteheva, MD Dimka M. 1316924665
Jurdi, MD Makram 1124281894 Udoeyop, MD U. Waiter 1730166083
Kharalkar, MD Shweta 1851585996 Vashsit MD Amit 1598550044
Kopparapu MD Anil watker, MD Rabert W 1902877137
amoMp | wey | seormsess |

& INPATIENT CONSULTANTS OF TENNESSEE 119 BOONE RIDGE DRIVE @ SUITE 201 #
# JOHNSON CITY, TN 37615 @ TELEPHONE (423)282-1480 ExT 308 # FAX(423)928-1353
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DESIGN BUILD CONSTRUCTION, LLC

Steve Hopland, CEO
Medical Care, LLC
1500 West Elk Avenue
Elizabethton, TN 37643

RE: MRI Renovation Project, Medical Care, LLC, 1500 West Elk Avenue, Elizabethton, TN 37643
Dear Steve:

As your design architect and design build contractor you have asked that we assist in preparation of your
needed documentation for the above referenced MRI renovation project. As we understand the scope of
work, you will be contracting with National MRI Shielding to provide the design and actual MRI equipment
and installation of including auxiliary equipment and required shielding for the project. Facility improvements
that would be required include the following:

HVAGC needs to condition the space

Electrical material and labor to energize MRI equipment, HVAC equipment and new nonmetallic lights
Gypsum board walls to add a mechanical room and to cover up new shielding metal

Paint

Demolition required to get MR through exterior walls and into the proposed room space and repair back
Additional flooring and base

Reworked sprinkler head locations

You will find a budget estimate of that scope attached. We expect that your selected contractor for MRI
installation has covered the design and cost to handle any influence of the magnetic field in relationship to
the activities of the occupants adjacent to the proposed area. Per the preliminary electrical power needs you
have shared with the electrical subcontractor he has stated that the electrical system has adequate capacity
to support sufficient power to the magnet.

To the best of my knowledge at this time we have considered all applicable federal, state and local
construction codes, standards, specifications, and known requirements and we feel the renovated facility will
conform to applicable federal standards, manufacturer's specifications and licensing agencies’ requirements
including the 2006 AIA Guidelines for Design and Construction of Hospital and Health Care Facilities and
Department of Health Rules pertaining to Qutpatient Diagnostic Centers.

We thank you for the opportunity to be of service. Please call us if you have further needs or questions.

Sincerely,

Kuer Barnett

Roger Barnett, AlA
President / Owner

CC: Brian Briscall, John Crewey

354 Shadowtown Road, Suite 200 Blountville, TN 37617 423-279-0540 Fax 423-279-0541 www.dbconstlic.com



Estimate Company

Standard Estimate Report
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ProJect name

Estimator

Labor rate table
Equipment rate table
Job size

Bid date

Report format

MRI Room

1500 West Elk Avenue
Elizabethlon

TN 37643

R. Barnett

Standard Labor
Standard Equipment
576 SF

31612013 4:00 PM

Sorted by ‘Group phase/Phase’
‘Detail’ summary




Estimate Company Standard Estimate Report

Page 2

[ ___MRIRoom 3/7/2013 11:00 AM
ltem Description Takeoff Qty Amount
1000.000 GENERAL REQUIREMENTS
1210.020 Engineer/Architect Fees
12  Architecl Fee 1,000
Engineer/Architect Fees 1,000
1300.010 Personnel: Supervision
10 Superintendent 3.00  wk 2460
Personnel: Supervision 2,460
120.00 Labor hours
120.00 Equipment hours
1310.010 Personnel: Proj. Managmnt
70 Estimalor 0.10 mo 360
80 Purchasing Agent 010 mo 360
100 Payroll Clerk 0.30 wk 180
Personnel: Prof. Managmnt 900
12.00 Labor hours
1310.020 Travel: All Types
40 Car Travel e 100
Travel: All Types 100
1510.010 Utilities: Temporary
10 Temp Electricity (by landlord) 100 ma 1
15 Temporary Lighling 1.00 ea 50
40 Temp Phone 1.00 mo 35
60 Temp Water (by landtord) 1.00 mo 1
Utilities: Temporary 87
1520.020 Temp: Suppliss
40 Blue Prints 10.00 ea 24
Temp: Supplies 24
1540.010 Temp: Toois & Equipment
10 Tools & Equipment 1.00 mo 158
50 Qil & Gas 1.00 mo 100
Temp: Tools & Equipment 258
13.533 Labor hours
1562.010 Controls; Safety
30 First Aid Equip 1.00 mao 30
40 Safety Meetings 3.00 wk B ) 30
Controls: Safety 60
1.20 Labor hours
GENERAL REQUIREMENTS 4,889
146.733 Labor hours
120.00 Equipment hours
1730.000 DEMOLITION
1734.010 Demo: Masonry
40 Saw Masonry 2400 |If 50
60 Rem Brick For Opening (Hand) 20.00 sf 96
96

70 Rem Block For Opening (Hand) 20.00 sf



Estimate Company Standard Estimate Report

B MRI Room
ltam Description Takeoff Qty Amount
Demo: Masonry 242
10.40 Labor hours
2.00 Equipment hours
1736.010 Demo: Wood
30 Remove Studs & Finish 216.00 sf 713
Demo: Wood 713
21.60 Labor hours
10.80 Equipmeni hours
1738.010 Demo: Doors & Windows
40 Remove Door & Frame 1.00 ea 15
70 Remave Aluminum Storefront Door & Frame & 1.00 ea 30
Reuse
Demo: Doors & Windows 45
3.00 Labor hours
1739.090 Demo: Exterior Finishes
30 Remove Stucco (Dryvit) 4000 sf 44
Demo: Exterior Finishes 44
2,00 Labor hours
0.40 Equipment hours
1740.010 Clean Up
10 Current Cleanup 3.00  wk 630
Clean Up 630
30.00 Labor hours
1780.010 Punchlist, Etc
10 Punchlist, etc 1.00 ea 200
Punchlist, Etc 200
10.00 Labor hours
DEMOLITION 1,875
77.00 Labor hours
13.20 Equipment hours
6000.000 WOOD & PLASTICS
6110.010 Framing: Plates
16 Plates 2x4x16 4.00 ea _ 47
Framing: Plates 47
1.681 Labor hours
6110.020 Framing: Plates PT
16 Plales PT 2x4x16 2.00 ea .23
Framing: Plates PT 23
0.840 Labor hours
6112.010 Framing: Studs 2x4 > 2x8
30 Studs 2x4x10 15.00 ez 110
40 Studs 2x4x12 18.00 ea 158
Framing: Studs 2x4 > 2x8 268
9.76 l.abor hours
WOOD & PLASTICS 338

12.281 Labor hours

Page 3
3/7/2013 11:00 AM




Estimate Company Standard Estimate Report

Page 4

MRIRoom 3/7/2013 11:00 AM
Item Description Takeoff Qty Amount
7000.000 THERMAL & MOISTURE PROT
7240.010 Ext Insulation/Finish Sys
30 Primus/Adhesive 40,00 sf 27
60 Reinforcing Mesh: Hi Impact 4000 sf 17
90 Sandblasl Finish Coat 40,00 sf B 25
Ext Insulation/Finish Sys 69
3.00 Labor hours
THERMAL & MOISTURE PROT 69
3.00 Labor hours
8000.000 DOORS & WINDOWS
8210.010 Doors: Wood
bh 6 6 Panel Masonite HB Core 3-0 x 6-8 w/ Flat 200 ea 792
jambs & teim .
Doors: Wood 792
8.00 Labor hours
8400.000 Metal-Framed Storefronts
10 Aluminum-Framed Storefront Remove & Reinstall 80.00 sf 1,500
Metal-Framed Storefronts 1,500
8700.000 Hardware: Finishing
40 Wall Stops 200 ea 18
60 Rubber Silencer 6.00 ea 13
180 Lever Lockset 200 ea 259
Hardware: Finishing 289
480 Labor hours
DOORS & WINDOWS 2,581
12.80 Labor hours
9000.000 FINISHES
9131.010 GWB: Boards & Sheathing
230 GWB 5/8x12 Fire Cade 840.00 sf 373
GWB: Boards & Sheathing 373
9132.010 GWRB: Finish Mud/Tape
10 Labor GWB Finish All Steps 840.00 sf 158
30 Joint Compound 840.00 sf 13
40 Joint Tape 500" Rolls 840.00 sf sy i
GWB: Finish Mud/Tape 176
10.50 Labor hours
9511.010 Ceiling: Grid Mains
50 Hanger Wire (#12 ga.) 200.00 I 9
120 Main Tee Intermediale White 100.00 If 54
Ceiling: Grid Mains 63
2.00 Labor hours
9511.030 Ceiling: 2' Toe
20 Cross Tee 2' Aluminum Salid 20.00 ea 53



Estimate Company Standard Estimate Report

Page &

MRI Room 3/7/2013 11:00 AM
[ iTatal -
Item Description Takeoff Qty Amount
Ceiling: 2' Tee 53
1.00 Labor hours
9511.040 Ceiling: Wall Mold
20 Wall Mold 15/16 Angle White 60.00 If 27
Ceiling: Wall Mold 27
1.20  tabor hours
9511.050 Ceiling: 2x4 Tile
120 MinFbr Sqkdge Std  2x4 3/4" 120.00 sf L
Ceiling: 2x4 Tile 91
1.25 Labor hours
9650.010 Flooring Resilient
10 Floor Resil Vinyl Tile @ added space 144.00 sf 341
20 Floor Resil Base @ added space 60.00 If 63
Flooring Resilient 404
6.120 Labor hours
9910.020 Painting: Int Detailed
5 Paint Interior Complete 1,000.00 Is o 1,600
Painting: Int Detailed 1,600
100.00 Labor hours
FINISHES 2,787
122.070 Labor hours
15000.000 MECHANICAL
15300.010 Sprinkler
10 Fire Profection (Lump Sum) 1,200
Sprinkler 1,200
15700.000 HVAC Systemns
10 HVAC Syslems {Lump Sum) 18,000
HVAC Systems 18,000
MECHANICAL 19,200
16000.000 ELECTRICAL
16000.010 Electrical Complete
10 Electrical (Lump Sum) T 15,000
Electrical Complete 15,000
ELECTRICAL 15,000



Estimate Company

Description Amount

Labor 5,527
Labor Burden _2.1764
8,291
Jabilitv Insurance .........._.251
251
Material 2,458
Tenn Sales Tax . ........240
2,698
Subcontract 37,310
Equipment 580
liidina Permit Etc. 400
Other 862
39,152
ead & Profit Fees __.___3.503
3,503

Total

Totals

8,291

8,542

11,240

50,392

53,895

53,895

Standard Estimate Report

Estimate Totals

Hours
373.884 hrs

133.200 hrs

Rate

50.000 %

30.250 $/

9.750 %

6.500 %

1.000 T

Cost Basis it per Unit
9,596 /SF

c — 4798 /SF
14.394 ISF

0.435 /SF
14.830 ISF

4.267 ISF
--.—04186 ISF
19.614 ISF

64.774 ISF

1.007 (SF

L 0.694 /SF
.. 1.497 ISF

87.486 /SF

T . 6.082 /SF

93.568 /SF

93.568 /SF

Page 6
3/7/2013 11:00 AM

ant of Total

10.26%
e 5.13%

15.38 15.38%

0.47%
0.47 15.85%

4.56%
.0 44%
5,01 20.86%

69.23%
1.08%
0.74%

- 1.60%
72.64 93.50%

e 6.50%
6.50 100.00%
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January 4, 2013

Mr. Steve Hopland
Medical Care PLLC
1500 West Blk Avenue
Elizabethton, TN 37643

Deéar Mr. Hopland:

State of Franklin Bank, a division of Jefferson Federal Bank, is pleased to offer you the
following proposals to finance the purchase of a G.E. 1.5T MRI, as further described in
Contract of Sale #092212A from M.ED. Inc and a GE Signa 1.5T Excite 8-Channel MR]
deseribed in Agreement Number 1217)2-WH from Oxford Instruments, along with
related attachments/expenses associated with the installation. The proposal is subject to
the satisfactory review of all financial information on the borrower(s) and conditions to
meet the bank’s lending policy and/or state and federal guidelines and should not be
construed {o be final approval.

Loan Amount: $675,000

Interest Rate: 5.00%

Amortization: For a pertod not to exceed 60 months.

Origination Fet:  None,

Repayment Terms: The fixed monthly principal and interest payments
based on an amortization period not to exceed 60 months,

Loan to Value: N/A

Collateral: Equipment to be purchased along with all attachments.
Guarantors: Dr. Ameld Hopland, Dr. Jetfery Hopland, Dr. Kenneth Hopland,

Steve Hopland and Jennifer Whaley, along with all spouses.
Hnvironmental

Assessment: NFA
Insurance: A mortgage policy naming State of Franklin Bank, a division

of Jefferson Federal Bank, as mortgagee shall be required at elosing,

MAIN QFFICE: 7997 North Roan Street o Johinann Civg TN 37607 0 Phone (J23) 926350 o Fax 423; 2374248

1000 W, Quklapd Avésue £12 Wesi Welnid Secerl 4718 Nozth Ronn Streel
Tohinson Cit
Fhone (423¥ 8542180 Mione vi-
Fax (423):654:21%59 Fax {4231 47;

Cersbir
TN 37615 Kingupert, TN
o Phnne @231 246

Fax (423) 578-5056

TN 37604 Johnson City, TN Jehnson City, T
g Phone (1231 722

Faw (:423) 9262

Q. Box 208
A divigien ol JeHarson Fedoral Bunk King_ﬁ])ort, TN 37662-02048




Closing Cost:

Prepayment:

Other terms &
Conditions:

Page 2, Medical Care PLLLC, January 4, 2013

The borrower shall be responsible for all closing costs associated

with this loan including but not limited to attorney fees, appraisal fees,
environmental assessments or any other cost. [f the Toan does not
close, any fees generated will be paid by the borrower upon request
by the bank.

No prepayment {ee will be assessed.
A Balance Sheet and Income Statement, along with prior year tax

returns, shall be delivered to the bank ou a timely basis afler the fiscal
year on all borrowers or'anylime the bank deems necessary.

The Directors, Officers and staff are pleased you have given the bank the opportunity to
finance your request. If you have any questions please feel fice to call.

Sincerely,

Mitchell

o et
Pl uctetand

President, Tri-Cities Division

Acceptance of these terms and conditions are required by February 15, 2013 and closed
by March 15, 2013, Any changes fo these terms and condition shall be in writing and
approved by State of Franklin Bank.

Accepted:

BY

Title Date
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n.m

PROJECT COSTS CHART 9 58
3 iR 13 AN
Construction and equipment acquired by purchase:
1. Architectural and Engineering Fees | _ 3,500 |
2. Legal, Administrative (Excluding CON Filing Fee), | LI
Consultant Fees
3. Acquisition of Site [ ol
4, Preparation of Site | 5,000 |
5. Construction Costs [ 80220 |
6.  Contingency Fund [ 50,000 1
7. Fixed Equipment (Not included in Construction Contract) I 426,984 |
8. Moveable Equipment (List all equipment over $50,000) | 18,000 .|
9. Other (Specify)| ] I ]
Acquisition by gift, donation, or lease:
1. Facility (inclusive of building and land)5 year lease | 117,950 |
2. Building only [ I
Y l.and only [ |
4.  Equipment (Specify)] | [ |
5. Other (Specify) | | [ |
Financing Costs and Fees:
1. Interim Financing L |
2 Underwriting Costs [ |
ch Reserve for One Year's Debt Service [ 118,889 |
4 Other (Specify)] | [ |
Estimated Project Cost [ 835,543 |
(A+B+C)
[ 3,000 ]
CON Filing Fee
| 838,543 |
Total Estimated Project Cost
(D+E)
TOTAL | 838,543 [

15



—

Give information for the last three (3) years for which complete data are available for the facility
or agency. The fiscal year begins in [___Janvary ] (Month).

2013 MAR 13

HISTORICAL DATA CHART

AM 10 00

Year[ 2019 | Year{2011 | Year[207¥ |
A. Utilization Data (Specify unit of measure) CPT's [2334%2 | [FZ60.35T_| [ 254,606 1 |
B. Revenue from Services to Patients
1. Inpatient Services 9] G Bt == & = I
2. Outpatient Services [$15349,854 [317.411,255] [$18,226.2%8]
3. Emergency Services | =l - 11 - 1]
4. Other Operating Revenue [ * ] | - | [ - 1]
(Specify)| | | '
Gross Operating Revenue $[ 15,349,854 |$[17.411,255 | $[18,228,256 |
C. Deductions from Gross Operating Revenue

1. Contractual Adjustments
2. Provision for Charity Care
3. Provisions for Bad Debt

Total Deductions

NET OPERATING REVENUE

${ 6,769,519 |$[7.617.200_ ]9 8.403.216 |
[¥20S9T] [ 7ABEeT ) [ TATAN]
[4eTg27 ] [ 654,347 | [(T0A4.229)
§[8152:437 _|$[B.UT5,23T_|8[_10,794;
o TATATT | $[ 495,024 ][ B.033,483 ]

D. Operating Expenses
1. Salaries and Wages 81,875470 _ 13[ 2155904 | 2,290,218 |
2. Physician's Salaries and Wages [Z0B0,586 | 2,054,700 | [ ZTU580% ]
3. Supplies [ 174,800 ] 213,389 | [ 260,314 |
4. Taxes [TTI0TATT | [ SHRABZ | [ AT
5. Depreciation [ 376472 ] [ 384042 ) [ 195462] |
6. Rent [ ] 1 | | ]
7. Interest, other than Capital | ]l , | [ t]
8. Other Expenses (Specify) [ Management | [&357 873 ] [Z393264 ) [Z.624567 ]
Total Operating Expenses $[ 7,168,750 $] 7,655,790 |§[ 7,727,345 |
E. Other Revenue (Expenses) — Net (Specify) 8| 181 19[ |

s 78667 |s[ 940234 ][ 306,096 |

NET OPERATING INCOME {LOSS)
F. Capital Expenditures

$[(T,462,695) | $[(B06.331) 9] (4,404,830) |
[ 149,927) [ 247016 | [ 351.847]

Total Capital Expenditures $[(1.312,773) |$[1255,315) | $[(4,052,983) |

NET OPERATING INCOME (LLOSS)
LESS CAPITAL EXPENDITURES

1. Retirement af Principal
2. Inferest

$[T341.440 |$[ 1,199,549 | $[4;359,081 |

17




prosEcHED B A SR 10 OO

Give information for the two (2) years following the completion of this proposal. The fiscal year

begins in |.J¢ -I (Month).

Year[ | Year[ 27
A. Utilization Data (Specify unit of measure) [(2786==17] =
B. Revenue from Services to Patients
1. Inpatient Services % | $] ]
2. Outpatient Services [@369.775.80 4,588,581,
3.  Emergency Services e (| e
4, Other Operating Revenue (Specify)]_. T (. it
Gross Operating Revenue $[ 4,369,776 $[4.588581 ]
C. Deductions from Gross Operating Revenue
1. Contractual Adjustments $[ 909,591 $[ 2005210 7
2. Provision for Charity Care [ 218489 [225429]
3. Provisions for Bad Debt [ 381093 ] [ 137,657]
Total Deductions  §$[Z459, 173 - 72,296
NET OPERATING REVENUE $[ZTT0603 7] $2.216,285:]
D. Operating Expenses
1. Salaries and Wages 287800 ] S 318500
2. Physician's Salaries and Wages 206,700 ] [ 217,050 |
3. Supplies m@:ﬁm . 289,400:
4. Taxes R e M TR
5. Depreciation 75,000 | [ . 750000
6. Rent [ 23580 | [ 23590
7. Interest, other than Capital e 1 ]
8. Other Expenses (Specify) [Service TMarketing ~ | [ 150;0007] [ -750:0007
Total Operating Expenses $[T.073830 | $[ 1073540 "]
E. Other Revenue (Expenses) — Net (Specify) 8 ] 8 R
NET OPERATING INCOME (LOSS) $ 1,086,913 | $ 1.142.745 |
FF.  Capital Expenditures
1. Retirement of Principal $ox7er ) $[ 99641 ]
2. Interest [ 24097 | [ 19,248 ]
Total Capital Expenditures § 118889 | §| 118889 |
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES e[ 978,024 | $[ 1023856]

18
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/ Certifled Public Accountants

November 8, 2012

To the Members
Pine Palms Management, L.I.C
Johnson City, Tennessee

We have compiled the accompanying statements ol assets, liabilities, and equity
income tax basis of Pine Palms Management, LLC, as of September 306, 2012 and the
related statement of revenues, expenses and members’ equity — income tax basis tor the
nine months then ended. We have not audited or reviewed the accompanying financial
statements and, accordingly, do not express an opinion or provide any assurance about
whether the financial statements are in accordance with the income tax basis of
accounting,

Management is responsible for the preparation and fair presentation of the financial
statements in accordance with the income tax basis of accounting and for desighing,
implementing and maintaining internal control relevant to the preparation and fair
presentation of the financial statements.

Our responsibility is to conduct the compilation in accordance with Statements on
Standards for Accounting and Review Services issued by the American Institute of
Certified Public Accountants. The objective of a compilation ig to assist management in
presenting financial information in the form of financial statements without undertaking
{o oblain or provide any assurance that there ave no material modifications that should be
made to the financial statements.

Management has elected to omit substantially all of the disclosures ordinarily included in
financial statements prepared in accordance with the income tax basis of accounting. If
the omitted disclosures were ineluded in the finaocial staterents, they might influence
the user’s conclusions about the Corporation’s assets, liabilities, equity, revenues and
expenses. Accordingly, these financial statements are nol designed for those who are not
informed about such malters.

%f/mﬁ /?{ /"“2} g df 41}7('”

620 Mabry Hood Rd . Sulte 201, Knovile, TN 37932
[ 865.392,4010 | £ 865.670.7545 | www.rhptn.com



PINE PALMS MANGEMENT, LLC and MEDICAL CARE, PLLC
COMBINED STATEMENT OF REVENUE, EXPENSES AND EQUITY - INCOME TAX BASIS

For the nine months ended September 30, 2012

FEES - net of refunds
EXPENSES

Salaries and wages - others
Advertising

Bank charges

BBusiness gifls and entertainment
Continuing Education

Employee benefits

Insurance expense

Interest expense

Licenses and permit

Medical and laboralory supplies
Office supplies and postage
Quiside Services

Payroll taxes

Professional fees

Provision for depreciation
Retirement conlributions
Repairs and maintenance

Taxes and licenses

Travel

Utilities, telephone and elevator

NET GPERATING INCOME BEFORE
MEMBERS' COMPENSATION

MEMBERS' COMPENSATION

Guaranteed payments-members

NET OPERATING INCOME

OTHER INCOME

TOTAL OPERATING INCOME

Members' equity at January 1, 2012
Members' withdrawals

MEMBERS' EQUITY AT SEPTEMBER 30, 2012

See accountants’ compilalion report.

09/30/12
$ 5,962,279.25 100.00%
2,434,299 85 40.83%
§,079.90 0.14%
9,000.82 0.15%
7,280.15 0.12%
7.719.34 0.13%
183,910.65 3.08%
77,862,54 1.31%
108,486.71 1.82%
6,718.03 0.11%
1,104,617.55 18.53%
115,080.51 [.93%
172,264.24 2.89%
203,565.43 341%
121,219.58 2.04%
195,462.46 3.28%
20,114.68 0.34%
109,048.79 1.83%
28,632.58 0.48%
8.271.25 0.14%
140,522.70 2.36%
5,062,857.56 §4.91%
899,421.69 15.09%
565,409.51 9.48%
565,409.51 9.48%
334,012.18 5.60%
71,686.84 1.20%

405,699.02 6.80%

386,255.07

(375,000.00)

$__416954.09



PINE PALMS MANAGEMENT, LLC and MEDYCAL CARE, PLLC
COMBINED STATEMENT OF ASSETS, LIABILITIES AND EQUITY - INCOME TAX BASIS

September 30, 2012

ASSETS
CURRENT ASSETS
Cash $ 372,278.86
Due from employees 2,754.15
Due from officers _98.492.24
TOTAL CURRENT ASSETS 473,525.2%
PROPERTY AND EQUIPMENT - at cost
Land 296,278.72
Buildings and Construction in Progress 8,571,294.12
Fumiture, fixtures & equipment 1,934,708.89
Software _ 45.137.62
10,847,419.35
Less accumulated depreciation 2,694,547.32
8,152,872.03
OTHER ASSETS
Due from Medical Software Solutions, LLC 48,500.00
Note receivable- Dr. Chureh . 99,841.62

TOTAL ASSETS _$ 8,774,738.90

EIABILITIES
CURRENT LIABILITIES
Payroll taxes payables 607.94
Loan from officer §  200,000.00
Current portion ol long term debt 178,005.21
TOTAL CURRENT LIABILITIES 378,613.15
LONG TERM DEDBT, net of current portion 7.979,171.66

TOTAL LIABILITIES  8,357,784.81
MEMBERS' BQUITY 416,954,09

TOTAL LIABILITIES AND MEMBERS' EQUITY _§ 8’774’738‘99;

See accountants' compilation report. 2k
P P



PINE PALMS MANGEMENT, LLC and MEDICAL CARE, PLLC
COMBINED STATEMENT OF CASH FLOW - INCOME TAX BASIS

For the nine months ended Septermber 30, 2012

CASH FLOWS FROM OPERATING ACTIVITIES
Net income from operations

Decrease in receivables from employees and others
Decrease in payroll liabilites
NET CASH PROVIDED BY QPERATING ACTIVITIES

CASH FLOWS FROM INVESTING ACTIVITIES
Increase in Buildings, Furniture and Equipment
Increase in accumulated depreciation
Decrease in Note Receivable from Rr. Church
NET CASH USED BY INVESTING ACTIVITIES

CASH FLOWS FROM FINANCING ACTIVITIES
Increase in notes payable
Distributions to members
NET CASH PROVIDED BY FINANCING ACTIVITIES
INCREASE 1IN CASH
CASH AT BEGINNING OF PERIOD

CASH AT SEPTEMBER 30, 2012

See accountants' compilation repot.

s

405,699.02

135.22
(15,842.97)

389,991.27

(4,124,759.01)
195,462.46
6.694.89

(3,922,601.66)

4,279,721.00
(375,000.00)

3,904,721.00
372,110.61

168,25

372,278.86
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STATE QFFENNBSSEE
COUNTY OF CARTER

Jf(,cju C G(,L: NN OF SAID

COUNTY BEING DULY SWORN, DEPOSETH AND
SAITH THAT SHE IS THE ASSISTANT TREASURER
OF THE ELIZABETHTON STAR, A NEWSPAPER
PUBLISHED AT ELIZABETHTON IN THE COUNTY
OF CARTER, STATE OF TENNESSEE, AND THE
ORDER AND NOTICE, OF WHICH IS ANNEXED IS
A TRUE COPY, WHICH WAS PUBLISHED IN SAID
PAPER FOR {ne- (2@% CONSECHTPE-WEEKS;

| T+
COMMENCING-ON THE = pAY orNay. ,20 ] 5

AND-ENDING ON THE __8= DAY OF Mar. 20 /3

Sworn to and subscribed before me this

rh
he _ 8= day of Yar:, 2013

,‘d\t) ‘ )’/3,59 .

and
'accoréfgn with T.C.A. §6

NOTIFICATION OF INTENT TO APPLY

FOR A GERTIFICATE OF NEED_HI o

altelnterested partres an
601 ef seq., and the Rules of
)l ’Servlces and_ Ievelopment Agency that Medical
ek fpractlce owned by

evelapment Ag

;lllmited-' !|abrlrty contpany and to be managed by: Pine

Palms Management, LLC intends:to file an appllcatlon for
a Certificate of Need for initiation of magnetrc resonance
imaging’ (MRI) services to its patlents at 1500 West Elk
Avenue in Elrzabethton_' arter County, Tennessee. The

project costs are $838, 543' he project does not'include

the acquusrtlon of major‘ al equrpment will not require
facility - Ircensure and affects no Ilcensed |npat|ent bed
complements. . _
The antlmpated‘date of ﬁllng the applrcatron is: March'
8,2013. The cﬁntact person for this project is Rachel. C.
NeIIey, Esq., Attorney, who may be reached at Nelley &
Company; PLLC;*P.O."Box 150731,,Nashvrlle TN 37215-
(615) 274-483

F|nd|ng hearlng' shaII be conducted ertten requests
for hearing should be sent to: s

Health Services and Development Agency
The Frost Bulldlng, Th|rd Floor

T’he'pubi'ié' d Letterof Intent _'ust contamthefollowrng
statement pursuant to T.C.A. §68-11- 1607(c)(1) (A)any
health care institution wishing to oppose a Certificate
of Need' apphcatnon must file a written notice with the
Health Services and Development Agency no. |ater
than f|fteen (15) days before the regularly scheduled
Health Services and Development Agency meeting at
which the appllcatlon is originally scheduled: and'(B)
Any other: person wishing to oppose the appllcatlon
must file wrltten objection with the Health Services and
DeVeIopme'nt Agency ator prior to the consideration of

the apptlcatlon by the Agency

NOTARY PUBLIC

My commission expires November 19, 2014

T e o T

elo pren
?'{'l tCﬂJ{‘e-OF-&nc
2003

wblished ¢ Mach 8
Cost: 4204. 00




Project Completion Forecast Chart



‘

PROJECT COMPLETION FORECAST CHART
1e, as published in T.C.A. §.68-11-1609(¢): I June 25'2013

Assuming the CON approval becomes the final
from the above agency decision date to each p

Enter the Avency projected Inigal Dccii'}'l;l:? il

agency action on that date; indicate the number of days
hase of the completion forecast.

Phase - Anticipated Date
REQUIRED  (MONTH/YEAR)

I._Architectural and engineering contract signed 7 July /2013
2. _Construction documents approved by the Tennessce

Department of Health I N/A I L |
3. Construction contract signed I 7 July /2013
4. Building permit secured I 14 | | July / 2013 |
3. Site preparation completed 14 Aug /2013
6. Building construction commenced | 7 —I I Aug /2013 I
7. _Construction 40% complete 30 Sept/ 2013
8. Construction 0% complete | 30 | I Oct/ 2013 |
Y. Construction 100% complete (approved for occupancy 14

10. _*Issuance of license N/A . | |
[ 1. *Initiation of service I 7 | | Nov /2013 [

12.  Final Architectural Certification of Payment 14 - ~:Nov /2013

3. Tinal Project Report Form (HFQ0SS) | 14 | [ pecrzos |

* For projects that do NOT involve construction or renovation: Please complete items
10 and 11 only.

Note: [If litipation occurs, the completion forecast will be adjusted at the time of the final
determination to reflect the actual issue date.

22
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AFFIDAVIT

STATE OF TENNESSEE

CoUNTY oF LCarter |

| Amold O Hapland, MD I , being first duly sworn, says that he/she is the applicant named
in this application or his/her lawful agcnl that this project will be completed in accordance with the
application, that the applicant has read the directions 1o this application, the Tennessee Health Services
and Development Agency and T.C.A. § 68-11-1601, er seq., and that the responses to questions in this
application or any other questions deecmed appropriate by the Tennessee Health Services and
Development Agency are true and complete.

o7
[ 7 %/ 7“747\/7/ —~— 10 |
FAH T T )

Signature/Title

Sworn to and subscribed before me this [lw[ Tt Lay of [WT Q)\D__I, 20@ 4 Notary

Public in and for the County ofl (Q } 4 JSmte of Tennessce.

QJQ@QQ%L&Q@Q___"_ S omers,

g0 0200,
NOTARY PUBLIC s 4’& e % %

= =
= oF o=
My C i . B\ é I £ L Mo ! =
. -} -
y Commission expires LY ( . = % mme & 3
w“ o ~
-, . ~
" ~
“ N

HF-0056
Revised 7/02 - All forms prior to this dale arc obsolete




State of Tennessee

Health Services and Development Agency
Frost Building, 3™ Floor, 161 Rosa L. Parks Boulevard, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364/Fax: 615-741-9884

May 1, 2013

Rachel C. Nelley, Esq.
Nelley & Company, PLLC
PO Box 150731

Nashville, TN 37215

RE:  Certificate of Need Application -- Medical Care, PLLC - CN1303-006

Dear Ms. Nelley:

This is to acknowledge the receipt of supplemental information to your application for a
Certificate of Need for the initiation of magnetic resonance imaging (MRI) services for the
patients of Medical Care, PLLC and acquisition of a MRI unit at 1500 West Elk Avenue,
Elizabethton (Carter County), Tennessee 37643. The proposed service area consists of Carter,
Johnson, Sullivan, Unicoi and Washington counties. Estimated Project Cost is $838,543.00.

Please be advised that your application is now considered to be complete by this office. Your
application is being forwarded to the Tennessee Department of Health and/or its representative
for review.

In accordance with Tennessee Code Annotated, §68-11-1601, et seq., as amended by Public
Chapter 780, the 60-day review cycle for this project will begin on May 1, 2013. The first sixty
(60) days of the cycle are assigned to the Department of Health, during which time a public
hearing may be held on your application. You will be contacted by a representative from this
Agency to establish the date, time and place of the hearing should one be requested. At the end
of the sixty (60) day period, a written report from the Department of Health or its representative
will be forwarded to this office for Agency review within the thirty (30)-day period immediately
following. You will receive a copy of their findings. The Health Services and Development
Agency will review your application on July 24, 2013.




Rachel C. Nelley, Esq.

May 1,

Page 2

2013

Any communication regarding projects under consideration by the Health Services and
Development Agency shall be in accordance with T.C.A. § 68-11-1607(d):

(D

)

No communications are permitted with the members of the agency once the Letter
of Intent initiating the application process is filed with the agency.
Communications between agency members and agency staff shall not be prohibited.
Any communication received by an agency member from a person unrelated to the
applicant or party opposing the application shall be reported to the Executive
Director and a written summary of such communication shall be made part of the
certificate of need file.

All communications between the contact person or legal counsel for the applicant
and the Executive Director or agency staff after an application is deemed complete
and placed in the review cycle are prohibited unless submitted in writing or
confirmed in writing and made part of the certificate of need application file.
Communications for the purposes of clarification of facts and issues that may arise
after an application has been deemed complete and initiated by the Executive
Director or agency staff are not prohibited.

Should you have questions or require additional information, please contact me.

Sincerely,

N LT NENVR

Melanie M. Hill
Executive Director

MMH:MAB

CC:

Dan Henderson, Director, Division of Health Statistics



MEMORANDUM

TO:

FROM:

DATE:

RE:

State of Tennessee

Health Services and Development Agency
Frost Building, 3" Floor, 161 Rosa L. Parks Boulevard, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364/Fax: 615-741-9884

Dan Henderson, Director

Office of Policy, Planning and Assessment
Division of Health Statistics

Cordell Hull Building, 6th Floor

425 Fifth Avenue North

Nashville, Tennessee 37247

Melanie M. Hill
Executive Director

May 1, 2013

Certificate of Need Application
Medical Care, PLLC - CN1303-006

Please find enclosed an application for a Certificate of Need for the above-referenced project.

This application has undergone initial review by this office and has been deemed complete. It is
being forwarded to your agency for a sixty (60) day review period to begin on May 1, 2013 and

end on July 1, 2013.

Should there be any questions regarding this application or the review cycle, please contact this

office.

MMH:MAB

Enclosure

cc: Rachel C. Nelley, Esq.



MR 8 AM 10 01

LETTER OF INTENT
TENNESSEE HEALTH SERVICES AND DEVELOPMENT AGENCY

The Publication of Intent is to be published in the Elizabethton Star which is a newspaper
(Name of Newspaper)
of general circulation in |C?3T'f'9-‘r | Tennessee, on or before WarCh 8 ] 2d1 3 |
(County) (Month / day) (Year)

for one day.

This is to provide official notice to the Health Services and Development Agency and all interested parties, in
accordance with T.C.A. § 68-11-1601 et seq., and the Rules of the Health Services and Development Agency,

|Medica| Care, PLLC | Iprofessional private practice
(Name of Applicant) (Facility Type-Existing)
owned by;|Medica! Care, PLLC with an ownership type of\professional limited liability company

and to be managed by: Pine Palms Management, LLCI intends to file an application for a Certificate of Need
for [PROJECT DESCRIPTION BEGINS HERE]:

initiation of magnetic resonance imaging (MRI) services to its patients at 1500 West Elk Avenue in Elizabethton, |
Carter County, Tennessee. The project costs are $838,543. The project does not include the acquisition of major
medical equipment, will not require facility licensure and affects no licensed inpatient bed complements. -

The anticipated date of filing the application is: |March 13 2013
The contact person for this project is|RaChel C. Nelley, Esq. I |Attorney
(Contact Nama) (Title)
who may be reached at: \Ne”ey & Company, PLLC J |PO Box 150731 ]
(Company Name) (Address)
Nashville | [TN 37215 (615) 274-4838 |
// ‘t(»\:ty) A (State) (Zip Code) (Area Code / Phone Number)
|( W(’ //&Z{/M// | |03-06-2013 | Jrachal@nelleycompany.com|
he A USignature) O (Date) {E-man Address)

The Letter of Intent must be filed in triplicate and received between the first and the tenth day of the month. If the
last day for filing is a Saturday, Sunday or State Holiday, filing must occur on the preceding business day. File
this form at the following address:

Health Services and Development Agency
The Frost Building, Third Floor
161 Rosa L. Parks Boulevard
Nashville, Tennessee 37243

el i A e Thad™ el G Eh R ™™l i T el o e el B e el o B R Tl el T TR ™ el ol By Ty "™ el A T "™ el S e T T

The published Letter of Intent must contain the following statement pursuant to T.C.A. § 68-11-1607(c)(1). (A) Any health
care institution wishing to oppose a Certificate of Need application must file a written notice with the Health Services and
Development Agency no later than fifteen (15) days before the regularly scheduled Health Services and Development
Agency meeting at which the application is originally scheduled; and (B) Any other person wishing to oppose the
application must file written objection with the Health Services and Development Agency at or prior to the consideration of

HF51 (Revised 01/09/2013 — all forms prior to this date are obsolete)



STATE OF TENNESSEE

HEALTH SERVICES AND DEVELOPMENT AGENCY
500 Deaderick Street
Suite 850
Nashville, Tennessee 37243
741-2364

March 20, 2013

Rachel C. Nelley

Nelley & Company, PLLC
PO Box 150731

Nashville, TN 37215

RE: Certificate of Need Application CN1303-006
Medical Care, PLLC

Dear Ms. Nelley:

This will acknowledge our March 13, 2013 receipt of your application for the initiation of
magnetic resonance imaging (MRI) services of the patients of Medical Care, PLLC and
acquisition of a MRI unit at 1500 West Elk Avenue, Elizabethton (Carter County), Tennessee
37643.

Several items were found which need clarification or additional discussion. Please review the
list of questions below and address them as indicated. The questions have been keyed to the
application form for your convenience. I should emphasize that an application cannot be deemed
complete and the review cycle begun until all questions have been answered and furnished to this
office.

Please_submit responses in _triplicate by 4:00 PM, Tuesday, March 26, 2013. If the
supplemental information requested in this letter is not submitted by or before this time,
consideration of this application may be delayed into a later review cycle.

1. Section A, Applicant Profile, Item 12
Please respond to this question as Yes, No or N/A.
2. Section A, Project Description, Item 13
The applicant has responded to this question in Attachment A.13. Please answer this

question by responding underneath the question without an attachment. Please submit a
replacement page.



Ms. Rachel C. Nelley
March 20, 2013
Page 2

3. Section B, Project Description, Item I.

Please indicate if the PLLC or LLC provides CT services. If yes, is the CT registered in the
Health Services and Development Equipment registry?

Please document the waiting time for MRI patients in the service area. Please detail the
methodology used in determining the average time patients are waiting for MRI services.

The applicant has made several statements regarding Mountain States Health Alliance not
accepting CIGNA insurance in the application. Please provide documentation that supports
this statement.

Please indicate if Mountain States Health Alliance accepts CIGNA insurance as out of
network.

The applicant states Mountain States Health Alliance requires 50% up-front payments for
MRI services. Is the 50% payment requirement calculated on MRI gross charges, net
charges, deductible, or is it 50% of the patients out-of-pocket responsibility?

Please clarify is Mountain States Health Alliance requires Medicare and TennCare to pay
50% up-front payments.

Also, please provide a number of how many people in the proposed service area are enrolled
with CIGNA insurance.

The applicant states 15% of the patients of the Medical Care, PLLC patients have CIGNA
insurance. How many patients does this represent?

The applicant states multiple patients choose to forego recommended diagnostic imaging
due to the large up-front payment required by Mountain States Health Alliance. How many
people per year is the applicant speaking of in this statement and how was that total
calculated?

How many of the applicant’s patients fall into the category of uninsured or insured with
high deductible and/or copayment?

Please indicate the locations of Medical Care PLLC in the proposed service area.

Please complete the following chart indicating the number of physician specialties and
extenders at each Medical Care PLLC location:

Location Family | General | Internal General | Gynecology | Pediatrics | Other
Practice | Practice | Medicine | Surgery —
1500 West
_Elk Avenue, -




Ms. Rachel C. Nelley
March 20, 2013
Page 3

Elizabethton

The applicant proposes initiation of a 1.5 Tesla MRI. Does the applicant ever plan to refer
patients to a provider with a 3.0 tesla MRI for a more complex scan? Also, is a 1.5 Tesla
MRI appropriate for all medical scans?

Please indicate if the proposed MRI will be limited to the patients of the physicians within
the PLLC.

4. Section B, Project Description, Item II.C.

The chart on page 10 of the average MRI gross charges is noted. What causes gross charges
to be different from one provider to another? What is the impact of gross charges on
consumers when there is a contracted insurance rate involved?

5. Section B, Project Description, Item IL.E.3

Please discuss the quality of service from an MRI scanner that is 8 years old and that the
applicant believes has at least 7+ years of useful life. How does this scanner compare in
quality and resolution of a scan in comparison to a new 1.5T MRI scanner. Please note that
review of the HSDA Medical Equipment Registry for the past six years indicates that the
median turnaround time in replacing MRI equipment is between 7 and § years.

The MRI Purchase and Sale Agreement are noted. However, on page 3 of the document the
purchase and sale agreement states, “Purchaser shall return an executed Agreement to OI
Service on or before March 1, 2013, along with a deposit of $199,700.00 (30% of Purchase
Price). If Purchaser fails to execute this agreement and pay the deposit prior to such date,
the terms and conditions set forth in this agreement shall be null and void”. Please indicate
if the applicant has already purchased the MRI. If not, please clarify the status of the
proposed MRI purchase.

Also, the document states the equipment will be delivered on or before June 1, 2013. Prior
to the Agency decision. The agency meeting for this project is June 26, 2013. Please
clarify.

6. Section B, Project Description Item IIL.A. (Plot Plan)

The words in the shaded areas are not legible. Please submit a legible plot plan with the
location of the proposed MRI clearly marked.

7. Section C, Need, Item 1.a. (Service Specific Criteria-Magnetic Resonance Imaging) (2)



Ms. Rachel C. Nelley
March 20, 2013
Page 4

10.

11.

12.

13.

Overall, what is the percentage of the proposed service area population that is accessible to
the proposed MRI location?

Section C, Need, Item 1.a. (Service Specific Criteria-Magnetic Resonance Imaging) (3)

Please indicate the Tesla strength of the MRI located at Sycamore Shoals Hospital in Carter
County.

Section C, Need, Item 1.a. (Service Specific Criteria-Magnetic Resonance Imaging) (4)

The applicant states the combined average utilization of existing MRI providers in all of the
counties in the service area in 2011 was 1,821 procedures.  The applicant also states the
existing providers in the proposed service area were near 80% of the total capacity of 3600
procedures, or 2,880 procedures. It appears 1,821 procedures is not close to the standard
of 2,880 procedures. Please clarify.

Section C, Need, Item 1.a. (Service Specific Criteria-Magnetic Resonance Imaging) (7)

(d)

Please indicate how the ACR Practice Guidelines for Performing and Interpreting Magnetic
Resonance Imaging (MRI) meets the establishment that assure that all MRI procedures
performed are medically necessary and not unnecessarily duplicate other services.

Section C, Need, Item 1l.a. (Service Specific Criteria-Magnetic Resonance
Imaging)(7)(g)

The applicant states IPC, a local hospitalist group, will be used for any hospital admissions.
Indian Path Medial Center is not listed as a facility to admit patients by IPC in their letter in
the attachment. Is IPC contracted with all hospitals in the proposed service area?

What is the advantage of using the hospitalist model to admit patients rather than having
transfer agreements?

Section C, Need, Item 1.a. (Service Specific Criteria-Magnetic Resonance Imaging) (7)
(H)

Please provide a brief description of National Diagnostic Imaging (NDI) and where they are
located. Please indicate if NDI will use Teleradiology in reviewing MRI scans.

Section C, Need, Item 1l.a. (Service Specific Criteria-Magnetic Resonance
Imaging)(9)(a)

Please provide documentation that Carter, Johnson, Unicoi and Washington counties are
designated at medical underserved areas (MUA). Does this mean certain zip codes are
designated an MUA or is the whole county an MUA? Please clarify.



Ms. Rachel C. Nelley
March 20, 2013
Page 5

14. Section C, Need Item 3

The county names in the shaded areas of the proposed service area county map are not
legible. Please submit a map with legible names of counties in the proposed service area.

15. Section C, Need Item 4.A

Your response to this item is noted. Using population data from the Department of
Health, enrollee data from the Bureau of TennCare, and demographic information
from the US Census Bureau, please complete the following table and include data
for each county in your proposed service area.

Variable Carter | Johnson | Unicoi | Sullivan | Washington | Service | Tennessee
Area

Current Year (CY), Age

65+

Projected Year (PY), Age

65+

Age 65+, % Change

Age 65+, % Total (PY)

CY, Total Population

PY, Total Population

Total Pop. % Change

TennCare Enrollees

TennCare Enrollees as a
% of Total Population

Median Age

Median Household
Income

Population % Below
Poverty Level

16. Section C, Need. Item 5

The MRI utilization table on page 32 is noted. Please provide totals for 2009, 2010 and
2011 for the proposed service area and resubmit.

17. Section C, Need, Item 6

Please provide letters from fphysicians practicing in the proposed service area that
documents referral sources for the projected MRI utilization.

18. Section C. Economic Feasibility Item 2 (Funding)

The letter dated January 2, 2013 from Mr. Steve Hopland of State of Franklin Bank
indicating a willingness to loan the $675,000 is noted. The total project cost is $838,543.
How will the additional $163,543 be funded?



Ms. Rachel C. Nelley
March 20, 2013
Page 6

19.

20.

21.

22,

23.

24.

Also, please provide a revised funding letter. The letter states “acceptance of these terms
and conditions are required by February 15, 2013 and closed by March 15, 2013.”

Section C. Economic Feasibility Item 4 Historical and Projected Data Charts

Please complete revised Historical and Projected Data Charts that have fields for
management fees. The revised charts are included with these supplemental questions.

There appears to be calculation errors in the Historical Data Chart. Please recheck and
resubmit if necessary.

Section C. Economic Feasibility Item 6.A

The table for average gross chart, average projected deduction, average projected net
charges, etc. is noted. The figures appear to not match the projected data chart totals.
Please recheck and resubmit a replacement page if necessary.

Section C. Economic Feasibility Item 6.B

Please compare charges of the project to the current Medicare allowable fee schedule by
common procedure terminology (CPT) code(s).

The applicant notes a substantial 92% average gross charge rate increase by Mountain State
Health Alliance as compared to facilities not owned by Mountain States Health Alliance.

Please explain why the 92% increase.

In a scenario of a patient’s insurance being contracted with every provider in the service
area for an MRI at the same rate, would it matter what the gross charges are?

Section C. Economic Feasibility Item 10

The applicant has provided a consolidated balance sheet and income statement for Medical
Care PLLC and Pine Palms Management, LL.C. Since the applicant is Medical Care, PLLC,
please provide the most recent balance sheet and income statement for that entity.

Section C. Orderly Development, Item 8 and 9

Items 8 and 9 are applicable to this project. Please provide a response.

Proof of Publication

The application copy did not include the publication of intent. Please provide a copy.

In accordance with Tennessee Code Annotated, §68-11-1607(c) (5), "...If an application is not
deemed complete within sixty (60) days after written notification is given to the applicant by the



Ms. Rachel C. Nelley
March 20, 2013
Page 7

agency staff that the application is deemed incomplete, the application shall be deemed void."
For this application the sixtieth (60™) day after written notification is May 17, 2013. If this
application _is not deemed complete by this date, the application will be deemed void.
Agency Rule 0720-10-.03(4) (d) (2) indicates that "Failure of the applicant to meet this deadline
will result in the application being considered withdrawn and returned to the contact person. Re-
submittal of the application must be accomplished in accordance with Rule 0720-10-.03 and
requires an additional filing fee." Please note that supplemental information must be submitted
timely for the application to be deemed complete prior to the beginning date of the review cycle
which the applicant intends to enter, even if that time is less than the sixty (60) days allowed by
the statute. The supplemental information must be submitted with the enclosed affidavit, which
shall be executed and notarized; please attach the notarized affidavit to the supplemental
information.

If all supplemental information is not received and the application officially deemed complete
prior to the beginning of the next review cycle, then consideration of the application could be
delayed into a later review cycle. The review cycle for each application shall begin on the first
day of the month after the application has been deemed complete by the staff of the Health
Services and Development Agency.

Any communication regarding projects under consideration by the Health Services and
Development Agency shall be in accordance with T.C.A. 3 68-11-1607(d):

(1) No communications are permitted with the members of the agency once the Letter of
Intent initiating the application process is filed with the agency. Communications
between agency members and agency staff shall not be prohibited.  Any
communication received by an agency member from a person unrelated to the applicant
or party opposing the application shall be reported to the Executive Director and a
written summary of such communication shall be made part of the certificate of need
file.

(2) All communications between the contact person or legal counsel for the applicant and the Executive
Director or agency staff after an application is deemed complete and placed in the review cycle are
prohibited unless submitted in writing or confirmed in writing and made part of the certificate of need
application file. Communications for the purposes of clarification of facts and issues that may arise after
an application has been deemed complete and initiated by the Executive Director or agency staff are not
prohibited.

Should you have any questions or require additional information, please do not hesitate to
contact this office.

Sincerely,
Phillip M. Earhart

Health Services Examiner

PME/Enclosure



STATE OF TENNESSEE

HEALTH SERVICES AND DEVELOPMENT AGENCY
500 Deaderick Street
Suite 850
Nashville, Tennessee 37243
741-2364

April 2, 2013

Rachel C. Nelley

Nelley & Company, PLLC
PO Box 150731

Nashville, TN 37215

RE: Certificate of Need Application CN1303-006
Medical Care, PLLC

Dear Ms. Nelley:

This will acknowledge our March 28, 2013 receipt of your supplemental response for the
initiation of magnetic resonance imaging (MRI) services of the patients of Medical Care, PLLC
and acquisition of a MRI unit at 1500 West Elk Avenue, Elizabethton (Carter County),
Tennessee 37643.

Several items were found which need clarification or additional discussion. Please review the
list of questions below and address them as indicated. The questions have been keyed to the
application form for your convenience. I should emphasize that an application cannot be deemed

complete and the review cycle begun until all questions have been answered and furnished to this
office.

Please submit responses in triplicate by 4:00 PM, Monday, April 8, 2013. If the supplemental
information requested in this letter is not submitted by or before this time, consideration of this
application may be delayed into a later review cycle.

1. Section C. Economic Feasibility Item 4
Please specify other expenses in the Projected Data Chart listed in D. Operating Expenses 9.
Other Expenses. Also, please remove reference to page 23. If needed, a blank Projected
Data Chart is enclosed.

2. Section C. Economic Feasibility Item 5



Ms. Rachel C. Nelley
April 2, 2013
Page 2

Please recalculate the average deduction from operating revenue and average net charge on
page 36 and resubmit a replacement page. Please include contractual deductions in your
calculation.

3. Section C. Economic Feasibility Item 6.A

The table for average gross chart, average projected deduction, average projected net
charges, etc. on page 36 of the application is noted. The figures appear to not match the
projected data chart totals. Please recheck and include the changes on the same replacement
page as referenced in the previous question.

4. Section C. Economic Feasibility Item 8

The applicant documents project financial viability on page 39 by stating net operating
income less capital expenditures is projected to be $978,024 in Year One and $1,023,856 In
Year 2 in the Projected Chart. These totals do not match figures in the supplemental
Projected Data Chart that includes management fees of $661,434 in Year One and $691,414
in Year Two. Please correct and submit a replacement page 39.

5. Section C. Orderly Development, Item 8 and 9

The applicant responded to items 8 and 9 of the Economic Feasibility section rather than the
requested items of items 8 and 9 in the Orderly Development section on page 44 of the
application. Please provide a response.

In accordance with Tennessee Code Annotated, §68-11-1607(c) (5), "...If an application is not
deemed complete within sixty (60) days after written notification is given to the applicant by the
agency staff that the application is deemed incomplete, the application shall be deemed void."
For this application the sixtieth (60™) day after written notification is May 17, 2013. If this
application is not deemed complete by this date, the application will be deemed void.
Agency Rule 0720-10-.03(4) (d) (2) indicates that "Failure of the applicant to meet this deadline
will result in the application being considered withdrawn and returned to the contact person. Re-
submittal of the application must be accomplished in accordance with Rule 0720-10-.03 and
requires an additional filing fee." Please note that supplemental information must be submitted
timely for the application to be deemed complete prior to the beginning date of the review cycle
which the applicant intends to enter, even if that time is less than the sixty (60) days allowed by
the statute. The supplemental information must be submitted with the enclosed affidavit, which
shall be executed and notarized; please attach the notarized affidavit to the supplemental
information.

If all supplemental information is not received and the application officially deemed complete
prior to the beginning of the next review cycle, then consideration of the application could be
delayed into a later review cycle. The review cycle for each application shall begin on the first
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day of the month after the application has been deemed complete by the staff of the Health
Services and Development Agency.

Any communication regarding projects under consideration by the Health Services and
Development Agency shall be in accordance with T.C.A. 3 68-11-1607(d):

(1) No communications are permitted with the members of the agency once the Letter of
Intent initiating the application process is filed with the agency. Communications
between agency members and agency staff shall not be prohibited.  Any
communication received by an agency member from a person unrelated to the applicant
or party opposing the application shall be reported to the Executive Director and a
written summary of such communication shall be made part of the certificate of need
file.

(2) All communications between the contact person or legal counsel for the applicant and the Executive
Director or agency staff after an application is deemed complete and placed in the review cycle are
prohibited unless submitted in writing or confirmed in writing and made part of the certificate of need
application file. Communications for the purposes of clarification of facts and issues that may arise after
an application has been deemed complete and initiated by the Executive Director or agency staff are not
prohibited.

Should you have any questions or require additional information, please do not hesitate to
contact this office.

&’%f’ Z f/Mm{/

Phillip M. Earhart
Health Services Examiner

PME/Enclosure



Ms. Rachel C. Nelley
April 2,2013
Page 4

HISTORICAL DATA CHART
Give information for the last three (3) years for which complete data are available for the facility or
agency. The fiscal year begins in (Month).

Year Year Year

A.  Utilization Data (Specify unit of measure)
B. Revenue from Services to Patients
1. Inpatient Services $ $ $
2. Outpatient Services
3.  Emergency Services
4

Other Operating Revenue
(Specify)

Gross Operating Revenue $ $ $

C. Deductions from Gross Operating Revenue
1. Contractual Adjustments $ 3 $
2. Provision for Charity Care
3. Provisions for Bad Debt

Total Deductions $ $ $
NET OPERATING REVENUE $ $ $
D. Operating Expenses
1. Salaries and Wages $ $ $
2. Physician’s Salaries and Wages
3.  Supplies
4. Taxes
5.  Depreciation
6. Rent
7. Interest, other than Capital
8. Management Fees:
a. Fees to Affiliates
b. Fees to Non-Affiliates
9.  Other Expenses — Specify
Total Operating Expenses $ $ $
E. Other Revenue (Expenses) — Net (Specify) $ $ $
NET OPERATING INCOME (LOSS) $ $ $
F. Capital Expenditures
1. Retirement of Principal $ $ $
2. Interest
Total Capital Expenditures §$ $ $

NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES $ $ $
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PROJECTED DATA CHART
Give information for the two (2) years following the completion of this proposal. The fiscal year begins in

(Month).
Year__ Year

A.  Utilization Data (Specify unit of measure)
B. Revenue from Services to Patients

1.  Inpatient Services 3 $

2 Outpatient Services

3. Emergency Services

4 Other Operating Revenue (Specify)

Gross Operating Revenue $ $

C. Deductions from Gross Operating Revenue

1. Contractual Adjustments $ $

2. Provision for Charity Care

3. Provisions for Bad Debt

Total Deductions $

NET OPERATING REVENUE
D. Operating Expenses

Salaries and Wages $ $

Physician’s Salaries and Wages

Supplies

Taxes

Depreciation
Rent

Interest, other than Capital

©® N o o kN =

Management Fees:

a. Fees to Affiliates

b. Fees to Non-Affiliates
9. Other Expenses — Specify

Total Operating Expenses

E. Other Revenue (Expenses) -- Net (Specify)
NET OPERATING INCOME (LOSS) $ $
F.  Capital Expenditures

1.  Retirement of Principal $ 3

2. Interest

Total Capital Expenditures $ $

NET OPERATING INCOME (LOSS)
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LESS CAPITAL EXPENDITURES
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HISTORICAL DATA CHART-OTHER EXPENSES
OTHER EXPENSES CATEGORIES Year Year__ Year
1. $ $ $
2.
3.
4.
5.
6.
7.
Total Other Expenses $ $ $
PROJECTED DATA CHART-OTHER EXPENSES

OTHER EXPENSES CATEGORIES Year Year__
1. $ $
2.
3.
4.
5.
6.
7;

Total Other Expenses $ $
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VIA IAND DELIVERY

Phillip M. [Zarhart

Health Services Examiner

I'N Tlealth Services and Development Agency
500 Deaderick Street, Suite 850

Nashville, TN 37243

Re:  Certificate of Need Application CN1303-006
Medical Care, PLLC
Dear Mr. Farhart:

This fetter will serve Lo follow up the filing of the above-referenced certificate of need
application and is submitted as a f{irst supplemental response Lo your g-mail correspondence
dated March 20, 2013, wherein additional information or clarification was requested.

1. Scction A, Applicant Profile, Item 12

Please respond (o this question as Yes, No or N/A.

2

Section A, Project Description, Hem 13

The applicant has responded to this question in Attachment A.13. Please answer this
question by responding underneath the question without an attachment.  Please submit a
replacement page.

Response:  There is no space remaining available on the submitied page 3 fo respond
wnderneath the question. The enclosed requesied replacement page is ideniified as page
2

3.4

3. Section B, Project Deseription, [tem L.

102 Woodmont Boulevard = Suite 200 - Nashville, TN 37205
MALL: P.O. Box 150731 « Nashville, TN 37215-0731
TELEPHONE: 615.345.0323 « FACSIMILE: 615.730.6545 » WEBSITE: www.nclleycompany.com
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Please indicate if the PLLC or LLC provides C1 services. 1 yes, is the CT registered in the
lealth Services and Development Liquipment registry?

Response:  Yes, Medical Care, PLLC does provide CT services 1o its patients and has
registered the CT in the Health Services and Development Eguipment regisiry.

Pleasc document the waiting time for MRI paticnts in the service area. Please detail the
methodology used in determining the average time patients are waiting for MRT services.

Response; Medical Care, PLLC does not have direct access (o actual MRT wai limes, hut
reviewed its most recent MRI order dates and compared the order dutes to the scheduled
daies over the past 3 months. The minimum wail time for non-emergent MRI is 3 duys (o
accommodate MSIHA financial clearance. See altached MSHA policy.  The average time
from date ordered (o completed over the past 3 months is 10 days.

The applicant has made scveral statements regarding Mounlain States Health Alliance not
accepting CIGNA insurance in the application. Please provide documentation that supports
this statement.

Response;  The requested documentation is enclosed and includes a prinied excerplt fiom
the Mountain States Health Alliance (" MSHA ") website indicating that MSHA is not
CIGNA nenwvork provider.

Please indicate if Mountain States Health Alliance accepts CIGNA insurance as out of
network.

Response:  CIGNA patients are able to access MSIIA facilities as out of network, hut af a
much higher cost.

The applicant states Mounlain States Health Alliance requires 50% up-front payments [or
MRI services. Is the 50% payment requirement caleulated on MRI gross charges, net
charges, deductible, or is it 50% of the patients oul-o[-pocket responsibility?

Response:  Per the enclosed MSIA pre-payment policy, MSIHA requires payment of one-
half of a patient’s total oul of pockel expense.

Please clarify is Mountain States Heallh Alliance requires Medicarc and TennCare to pay
50% up-Iront payments.

Response: Per the enclosed MSHA pre-payment policy. “the insured population” as well as
the “uninsured population” are required lo pre-pay half of the patient's total out-of-pockel
expense for all non-emergency procedures. If Medicare or TennCare patients have any oul-
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of-pocker expenses associated with a non-emergency MRI scan, then the MSIHA prepayment
policy would apply.

Also, please provide a number of how many people in the proposed service arca are enrolled
with CIGNA insurance.

Response:  The requested information is not available 1o the 4 pplicant. As indicated in the
Applicant’s CON application, approximately 15% of the Medical Care, PLLC patients with
private insurance have CIGNA.  The applicant has been given the estimafe of 15,000 -
20,000 CIGNA patients within the service are.

The applicant states 15% ol the patients ol the Medical Care, PLLC patients have CIGNA
insurance. 1low many patients does this represent?

Response: Medical Care, PLLC currently has 1,777 patients with CIGNA insurance.

T'he applicant states multiple patients choose (o [orego recommended diagnostic imaging
duc to the large up-front payment required by Mountamn States Tlealth Alliance. ow many
people per year is the applicant speaking of in this statement and how was that total
calculated?

Regponse:  The applicant searched its patient records for patients Jor whom an MRI was
ordered but never done.  This query resulted in 26 patients not having an MRI that swas
ordered over the past 3 months or an estimated 104 patients annually. This does not
include any patients who would have had an MRI ordered, but, afier discussion with the
physician, chose not (o have the study. In these cases, the MRIwas never ordered within the
practice’s elecironic medical record system, so the query would not have Jound them. The
number of patients this applies to is unknown but several physicians in the practice
estimated that it happens a couple times per month (per provider). 1 his would add a couple
hundred additional MRI studies that were recommended. but not completed or delayed due
(o the high up-froni cost.

[How many of the applicant’s patients fall into the category of uninsured or insured with
high deductible and/or copayment?

Response:  Medical Care, PLLC does not categorize/irack patients by the amount of their
deductible or copayment and, therefore, cannot provide HSDA with a specific number.
Medical Care. PLLC does track patients who list cash or uninsured.  The practice has
26,349 cash pay or uninsured patients.

Please indicate the locations of Medical Care PLLC in the proposed service avea.
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Response:  Medical Care, PLLC has offices in the following locations, all of which are
Within the service areda:

1500 West Elk Ave, Elizabethion, TN 37643
401 last Main Street, Johnson City, TN 37601
437 Hwy 321, Hampion, TN 37658

Please complete the following chart indicating the number ol physician specialtics and
extenders at cach Medical Care PLLC Jocation:

i [L.ocation Family General Infernal General | Gynecology | Pediatrics | Other
. |Practice | Practice | Medicine | Surgery | N
1500 West 121k . { | | 2
Avenue, Llizabethton | = | , | -
401 Fast l\’l ain Sreef, 6 5 | 6
Johnson City | I .
437 Hwy 321, L |
| Humpton — ] | SUREIINGS S T e— . —

The applicant proposes initiation of a 1.5 Tesla MRI. Docs the applicant ever plan 1o reler
paticnts to a provider with a 3.0 tesla MRI for a more complex scan?  Also, 1s a 1.5 Tesla
MR appropriate for all medical scans?

Response:  The Applicant anticipates that the 1.5 Tesla MRI is sufficient Jor ull the scans
ordered by its primary care providers and does not anticipate that it will be necessary for its
providers 10 order 3.0 Tesla scans. 3.0 Tesla scans would typically be ordered by sub
specialist on patients they are (realing directly.

Please indicate il the proposed MRI will be limited to the patients of the physicians within
the PLLC.

Response: Tes, the proposed MRIwill be limited (o the patients of the physicians within the
PLLC.  The Applicant is NQT secking a certificate of need (o establish an outpatient

diagnoxstic center.

Section B, Project Deseription, Item ILC.

The chart on page 10 of the average MRI gross charges is noted. Whal causes gross charges
10 be different from one provider to another?  What is the impacl of gross charges on
consumers when here is a contracted insurance rate involved?

Response:  Gross charges reflect a provider's full, undiscounted charge. Determining the
amount of the gross charge is purely a matter of individual provider preference and may be

9:46 am
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based on any number of factors not necessarily reflecting the actual cost of providing u
service.

While a provider may bill ils gross charge, the amount the provider actually collects
depends in large part on the payer from which it accepis payment.  (ross charges are
subject to discounts that third-party payers negotiate or are totally disregarded in the case
of payers who negotiate flal fees Patients who self-puay, are underinsured or are uninsured
have liitle (0 no bargaining power and lypically pay full, non-discounied gross charges.
Patients whose insurance payment rales are linked (o charges because services are not
governed by Jee schedules or other fixed payment amounts (ie., a percentage discount on
hospital charges) are also gffected by high gross charges because the amount of co-
insurance the patient is required to pay will be higher (i.c.. in an 80/20 plan, insurance will
pay 80% of the charge for the medical service and the patient is responsible for paying the
remaining 20% after meeting his or her deductible). Large insurance companies with
relatively more market power vis-a-vis doctors and hospitals usually pay lower prices for
given services than do smaller insurers with less market power. Accordingly, even if a
patient has a contracted insurance rate that reflects a discount, he/she will pay more in the

form of coinsurance in the face of a higher gross charge, pariicularly when histher insurer

is a small one with less bargaining power and is nol in « position to negotiate « larger
discount.

Section B, Project Desceription, Item TLE.3

Please discuss the quality of service from an MRI scanner that is 8 years old and that the
applicanl belicves has at least 7+ years of uselul life. How does this scanner compare in
quality and resolution of a scan in comparison to a new 1.5T MRI scanncr. Please note that
review of the 1TSDA Medical Equipment Registry [or the past six years indicates that the
median turnaround time in replacing MRI cquipment is between 7 and 8 years.

Response; The GE ExciteCKX4 magnel in the MRI is the sume magnet that G offers on
their new MR systems. So the quality of the magnet is exactly the same as new. The only
changes are the compulers (keep getling fuster) and the software. This MRI is upgradeable
10 the latest current version (same as new). For the basic MRI studies and patient flow that
anticipated by the practice, the older version software has equivalent qualily und resolution.
The newer sofhware version can increase scan speed and post processing, hut is nol
required for the practice’s application.

The MRI Purchase and Sale Agreement are noted. Towever, on page 3 of the document the
purchase and salc agreement states, “Purchaser shall return an execuled Agreement 1o Ol
Service on or belore March 1, 2013, along with a deposit of $199,700.00 (30% of Purchase
Price). 1 Purchaser fails to exceute this agreement and pay (he deposit prior to such date,
the terms and conditions set forth in this agreement shall be null and void™.  Please indicate

9:46 am
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9.

i the applicant has alrcady purchased the MRL 1f not, please clarify the status ol the
proposed MRI purchase.

Also, the document states the equipment will be delivered on or before June 1. 2013, Prior
(o the Agency decision, The agency meeting for this project is June 26, 2013, Please
clarify.

Response: The Applicant has not yet purchased the proposed MRI and will not do so unless
and until it obtains approval of its certificate of need application from HSDA. Preparation
aof the Applicant’s certificate of need application took more time than expected. A revised
purchase agreement is enclosed that reflects an execution and deposit deadline and delivery
date that occur afier the date that LISIDA meets 1o consider the Applicant’s cerfificate of
need application.

Scction B, Project Desceription Item TTLA. (Plot Plan)
The words in the shaded arcas are not legible. Please submit a legible plot plan with the

location of the proposed MRI clearly marked.

Seetion C, Need, Item 1.a. (Serviee Specific Criteria-Magnetic Resonance Imaging) (2)

Overall, what is the percentage of the proposed service area population that is accessible 1o
the proposed MRI location?

Response: (43.79% + 37.71% 1 5.68% + 3.88% V3.28%) ~ 93.34%

10.754 (43.79%) of the putients resided in Carter County. 8,856 (37.71%) of the patients
resided in Washington County. 1,333 (5.68%) of the patients resided in Sullivan County.
011 (3.88%4) of the patients resided in Johnson Couniy. 771 (3.28%) of the patients resided
in Unicoi County. 858 (3.65%) of the patients resided oulside the proposed service area

Section C, Need, Item 1.a. (Service Specific Criteria-Magnetic Resonance Imaging) (3)

Pleasc indicate the Tesla strength of the MRI located at Sycamore Shoals Hospital in Carter
County.

Response:  According to the medical equipment registry maintained by HSDA and dated
September 11, 2012, the Tesla strength of the MRI located at Sycamore Shoals Hospital in
Carter County is 1.3

Scetion C, Need, Tlem 1.a. (Service Specific Criteria-Magnetie Resonance Imaging) (4)

9:46 am
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The applicant states the combined average utilization of existing MRI providers in all of the
counties in the service arca in 2011 was 1,821 procedures.  The applicant also stales the
existing providers in the proposed service area were near 80% ol the total capacity o 3600
procedures, or 2,880 procedures. It appears 1,821 procedures is not closc 1o the standard
of 2,880 procedures. Please clarify.

Response:  The combined average utilization figure of 1,821 procedures is incorrect.

According fo the latest available data from the Health Services and Development Agency. in
2011, the average combined utilization was much higher than 1,821 and closer o the

standard of 2,880 procedures. The average combined utilization could be calculated one of

two ways. One way inclides the mobile unit operating 2 days per month at Johnson County
Community Hospital ay a fidl unit. Counting the part-time mobile unit as o full unit results
in a combined average wutilization in 2001 of 2,381 (32389 +22). A more accurale
caleulation, however, would not count the part-time mobile unit as a full unit. If the pari-
time mobile unit is counted as 0.1 of a fixed unil, then the average combined utilization in
2001 was 2483 (52,389 +21.1).

The 2483 average combined utilization figure for 2011 includes nwo units in Sullivan
County who also appear (o be operating on a part-tine basis. namely, Appalachian
Orthopuedic  Associates, PC. an exiremity MR whose utilization in 20101 was 288
procedures, und Sapling Grove Imaging, LLC (Wellmont), a stand-up, multiposition MR,
whose wtilizution in 2001 was 349, According to the CON application filed by Sapling
Grove Imaging, 1..C (CNOST0-090), the standup. mudtiposition MRI was o he Mavailable

for subleasing up o four (4) duys per week.” Additionally, the 2,483 average combined

wtilization figure for 2011 includes an extremity MRIin Washington Counly also owned by
Appalachian Orthopaedic Associates, PC. Inclusion of these “speciclty MRI units ™ ay full
units in the calculation of combined average wiilization does not seem appropriafe.
Accordingly. the Applicant submits that the caleulation of combined average utilization
should either exclude these three (3) units or nol count them as full wnits. If the 3 wnits aned
their utilization are excluded entirely, then the combined average utilization of the service
area in 201 1 was 2,829 (51206=18.1), which is greater than the 2,880 procedure threshold.

Scetion C, Need, Hem 1.a. (Service Specific Criteria-Magnetic Resonance Imaging) (7)
(d)

Please indicate how the ACR Practice Guidelines for Performing and Interpreting Magnetic
Resonance Imaging (MRI) meets the establishment that assure that all MRI procedures
petformed are medically necessary and not unnecessarily duplicate other services.

Respons The Applicant submits that the ACR Practice Guidelines serve ay acceplable
. !

professional reference materials for ensuring the medical appropriateness andd necessity of
MRI scans.  Nevertheless, Medical Care, PLLC agrees with the American College of
Radiology (ACR) thai “the ultimate judgment regarding (he propriety o Ty specific

& / _L, }1 o fj f! W £ - ,’ . .

procedure or course of action must be made by the physician or medical physicist in light of
all the circumsiances presented.” In addition (o referving 1o the ACR practice guidelines,
which are intended by the ACR as “an educational tool designed (o assist practitioners in
providing appropriate radiologic care for patients.” Medical Care, PLLC will ensure that
all MRI studies require a physician order and require that these orders be altached (o an
appropriate diagnosis code 1CD-9 (o justify the order. Further, all payers require prior

9:46 am
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12.

authorization prior 1o conducting the MRI study. This prior authorization helps 10 mainlain
the requirement for medical necessity.  Moreover, National Diagnosiic Imaging (NDI) the
radiologist group which Medical Care, PLLC will utilize for interpreting the MRI studies,
has an internal ulilization review process outside of Medical Care, P1.LC 1o monitor for
unnecessary studies.

On reduction of duplication, Medical Care, PLLC is participating in One Partner. the local
health information exchange (1U1). which will allow Medical Care, PLLC physiciany o
review diaenostic Studies done at other participating service providers. T increased
knowledge through access of outside diagnostic studies will reduce the unnecessary

duplication of similar diagnostic services.

_Section €, Need, Iem la. (Service Speceific  Criteria-Magnetic  Resenance

Imaging)(7)(g)

The applicant states 1PC, a local hospitalist group, will be used for any hospital admissions.
Indian Path Medical Center is not listed as a facility to admit patients by 1PC in their letler
in the attachment. Is 1PC contracted with all hospitals in the proposed service arca?

Response: 1PC is not contracted with all hospitals in the proposed service area - if does
notl admit 1o Indian Path Medical Center, but does admit to Holston Valley, both within
Kingsport.

What is (he advantage of using the hospitalist model to admit paticnts rather than having
ransfer agreements?

Response: Medical Care, PLLC is a privaje physician practice and is not Jacility.  The
requirement for (ransfer agreements pically only apply to facilities Medical Care, PLLC
is wunenvare of any requirement by the Baard of Medical Examiners to have a (ransfer
agreement in place. Medical Care, PLLC patients are followed in the hospital by 1PC, the
local hospitalist growp which specializes in in-patient care. IPCis also participating in One
Partner, the local health information exchange (HIE) along with Qualuable, « Medicare
approved ACQ / MSSP. Both of these increase patient coordination and efficiency and
quality.

Seetion C, Need, Item La. (Service Specific Criteria-Magnetic Resonance lmaging) (7)

(1)

Please provide a hrief description of National Diagnoslic fmaging (NDI) and where they are
located. Please indicate if NI will use Teleradiology in reviewing MRI scans.

s Yes, NI/ intends to use teleradiology via PACS teehnology in reviewing MRI
scans. As stated in the application, NDI radiologisty are board certified, fellowship iraired
and licensed in Tennessee, Several have subspecialty in MRI and  specifically in
neuroradiology.  The radiologists meet continuing medical education requirements aned
maintain current Tennessee licenses. NDI is located in Beachwood. Ohiv. The compeny
has been providing subspecialty teleradiology services (o hospitals, imaging cenlers, office-
based imaging practices and outpatient clinics nationwide since 2003.

9:46 am
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13. Section  C,
Imaging)(9)(a)

Need,

Item

1.a.

{Service

Specific
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Resonance

Please provide documentation that Carter, Johnson, Unicol and Washington counlies are
designated al medical underserved arecas (MUA). Docs this mean certain zip codes arc
designated an MUA or is the whole county an MUA? Please clarily.

Response: The MUA designation applies to the whole county of Carter, the whaole county of

Unicoi and the whole county of Johnson.  With respect to Washington County. only the
Befhesda Division and the Telford Division are considered MUAs. A printed version of the
report generated by the U.S. Department of Health and Humean Services, | lealth Resources
and Services Adminisiration (HRSA) Data Warchouse Report Tool is enclosed along with a
copy of the search resulls for counties in the service arca generated hy the LIRSA wehsite
and aceessed on March 26. 2013 available ar hitp. /muafind hrsa. gov/index. aspx.

. Section C, Need Item 3

The county names in the shaded arcas of the proposcd service arca county map are not
lepible. Please submit a map with legible names of counties in the proposed service area.

Response: Tiwvo revised maps are enclosed,

13. Section C, Need Ttem 4.A

Your response to this item is noted. Using population data from the Department of Health,
cnroltee data from (he Burcau of TennCare, and demographic information from the US
Census Burcau. please complete the following table and include data {or each county in your
proposed service arca.

Variable Cuarler Jolson Lhicoi ' Sullivan Washinglon | Service Tennessee

ot i - T ST —— E——  y————— e - — . - //\I‘L,(T it b
Current Year (CY), Age 65+ | 9980 3366 3629 | 29789 | 19640 66404 884505
Projected Year (PY), Age 65+ | 11274 3817|4026 134291 | 22373 75781 10128353
Age 65+, % Change | 12.966% | 13.399% | 10.94% | 15.013% | 13.915% | 14.121% | 14511%
Age G5+, % Total (PY) | 19.51% | 20.10% | 2L87% | 21.50% | 1687% | 19.61% | 15.33%
CY, Total Population 57355 18095 | 19727 | 156786 | 125094 | 376457 | 6456243
PY, Total Populalion | 57772 | 18087 | 18412 | 159499 132595 | 386365 | 6607016
Tolal Pop. % Change | +T73% | ~.044% | -3 73% | ¥1.73% +5.996% | +2.632% | +2.335%
TennCrre Fnvollees | 11353 3960 | 3590 | 27451 | 19002 65356 | 1205480
TennCare Lurollees as a % of | 19.79% | 21.88% 18.77% | 17.51% 15.09% 17.36% 18.67%
Yotal Population SIS R ( S, : — |
Median Age |42 a7 |46 432 303 | 42.36 37.8
Median Houschold Income | 32148 | 32159 35205 | 40572 42104 36449.60 | 43,989
Population % Below Poverty | 22% 23.4% [ 20.7% | 16.5% 17.3% 21.73% 16.9%
{.coel | i
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16. Section C, Need. Item &

=

The MRI utilization table on page 32 is noted. Please provide totals for 2009, 2010 and
2011 for the proposed service arca and resubmil.

Response: See table below which also includes 2012 utilization for all but 3 service area
providers. The remaining 3 providers utilization for 2012 is expected to become available
on March 31, 20] 3.

- o [ Number of | ~ Total Procedures
County b
o Scanners and 2009 2010 2011 2012
- — . Dype I R
Washington I Fixed
0 1635 3546 3499
fashinglo 2 Fixe o en 7247
Washington IFixed 5186 6596 (7.]\“)
(ave. (avy. it .
Center (1TOSP) 2593 per | 3298 per "(;;t;:_"‘ 125
N | Seanmen | seamen) - scanner) '-
Washington Mountain States | Fixed
Imaging at Med Tech 2162 2066 2738 2697
L PwleayoDO e
| Washington | Watauga | Fixed
Orthopacdics, PLC 3284 2927 2748 2415
I POy B
| Washington | Appalachian 1 Fixed
, ()rlhopacdxc 639 59 546 357
| Associates - Johnson
| ciyero) o ~ .
Sullivan Appulachian 1 Fixed
| Orthopaedic 1396 1293 1460 Sold
| Associates
e | Kingsport (P0) )
Sullivan ‘ Appalachian 1 Jixed
| Orthopaedic 400 365 288 268
o lAsociesreeod | | |
Sulliva 2 Pixed < .
Sullivan ) o Fixed 5004 6168 (u 147
Bristo] Regional (ave (ave (ave.
Medical Center 5 Sh. = ave. 32 6578
. 2952 per 3084 per .
(HOS) - I pel
seanner) scanner) _ N
. — CARET | scanner)
Sulliva 936 3362
Sullivan 3 Fixed 9367 2025 b)().
Holston Valley (avg. (ave {avg.
Imaging Center, LLC 31223 S 27873 8792
) 2075 per
(OB per i per
3 scanner) o
| S NE—— . ; S - T | scanner) |
Sullivan 1lolston Valley | | Vixed 4026 | 3624 | 3774 | 3514




SUPPLEMENTAL-#1
March 28, 2013
9:46 am

Mr. Phillip Earhart
March 27, 2013
Page 1]

Medical Center
P (HosP) | TS, NS S—
Sl lndian Path Medical - 1 Fixed 2697 2700 2651 | 3000
St e [T ST [ . I
Sullivan Meadowview I FFixed
Qutpatient Diagnostic 4440 5258 4457 | wha
et L _— '
Sullivan Wellmont Sapling | Fixed
Grove Imaging, LL1LC o . m N
(Stand up MRI) G5 5% == Bl
| (MImaging) ) ENETEN DR, I—— _
Sullivan Sapling Grove 1 Fixed
Qutpaticnt Diagnostic 2588 2116 2587 n/a
L CENter (ODC) N I — P :
Sullivan | Volunieer Parkway 1 Fixed
| Tmaging Center 1279 1193 1327 | 1348
PSSR Ik A1 10]Y1S) S— : I . .
Unicoi | Unicoi County | Fixed _
' Memorial [ospital. 967 959 1630 n/a ]
. |InellO VR R e '-
Johnson Jo 1 Mobile -!
¢ (2 235 256 274 308 |
- . daysfmonth) U — B
| Carter 1 Vixed 276 A T N
; 2276 | 2026 1958 2014
) | 48,264 | 52,389 | n/a |

17. Section C, Need, Item 6

Please provide letters from physicians practicing in the proposed service arca that
documents relerral sources for the projected MR utilization.

Response:  The Applicant is a private physician practice and intends (o offer MRI services
primarily to patients of the medical practice and not accept referrals  from outside
physicians. In order (o accept referrals from physicians outside the medical practice, the
Applicant would have (o obtain a certificate of need 1o establish an oulpatient dicgnostic
center, which it has not done and is not currently requesting.

18. Section C. Kconomic Feasibility Item 2 (Funding)

The letter dated Janvary 2. 2013 from Mr. Steve [lopland of State of Franklin Bank
indicating a willingness to Joan the $675.000 is noted. The total project cost is $838.543.
ITow will the additional $163,543 be funded?

debt service will come from cash flow from operations over lime.
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20.

2

=

Also, please provide a revised (unding letter. The Jetter stales “acceptance ol these terms
and conditions ave required by February 15, 2013 and closed by March 15, 2013.7

Response: The requested funding letter is enclosed.

. Seetion C. Economic Feasibility Jem 4 Historical and Projected Data Chavts

Pleasc complete revised Historical and Projected Data Charts that have helds for
management fees. The revised charts are included with these supplemental questions.

There appears to be caleulation crrors in the Historical Data Chart. Please recheck and
resubmil 1l necessary.

Response: 7he requested charts are enclosed
Scction C. Economic Feasibility Item 6.A
The table for average gross chart, average projected deduction, average projected net

charges, cle. is noted.  ‘The figures appear to not match the projected data chart totals.
Please recheck and resubmit a replacement page if necessary.

. Section C. Economie Feasibility Item 6.B

Please compare charges of the project to the current Medicare allowable fee schedule by

fae

common procedure terminology (CPT) code(s).

Response: See revised table below,

; _ : ey Medicare
e
_ Scheduile
70551 | MRIIEAD W/O CONTRAST $1,400.00 457.20
70552 | MRI [TEAD W/ CONTRAST $1,640.00 - 488.23
70853 | MREIIEAD W/ & W/O CONTRAST $2,060.00 571.93
“71550 | MRI CHEST W/O CONTRAST $1,400.00 477.68
(TIS5T | MRICHEST W CONTRAST $1,640.00 530.76
71552 | MRI CHEST W & W/O CONTRAST $2,200.00 675.02
72141 | MR} CERVICAL S$PINI. W/O CONTRAST “ $1,250.00 38718
72142 | MIU CERVICAL SPINE W/ CONTRAST $1,500.00 | agsan
72146 | MRITHORACIC SPINIE Wi CONTRAST $1.400.00 387.86

9:46 am
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72147 | MRI THORACIC SPINE W/ CONTRAST $1.500.00 439,92
72148 | MRI LUMBAR SPINIE W/O CONTRAST $130000 382.08
721497 | MRT LUMBAR SPINE W/ CONTRAST $1,600.00 481403
72156 | MRI C SPINE W/ & WiQ CONTRAST $2.000.00 572.217
72157 | MRI T SPINE W/ & W/O CONTRAST $2,000.00 531.78
72158 MRI 1 SPINE W/ & W/O CONTRAST $2.000.00 560.02
72195 | MRI PELVIS W/O CONTRAST $1,250.00 432,09
72196 | MRI PELVIS W CONTRAST $1,500.00 480.06
72197 | MRI PELVIS W & W/O CONTRAST $1,900.00 58588 |
73218 MRI UPPER EXTREMITY W/O CONTRAST $1,200.00 424.95
73219 | MRI UPPER EXTREMETY W CONTRAST $1.450.00 471.56
73220 | MRIUPPER EXTREMITY W & W/O CONTRAST $1.750.00 581.45
73221 | MRIUPPER EXTREMITY JOINT W/O CONTRAST $1,200.00 282.05
13222 | MRI UPPER EXTREMITY JOINT W CONTRAST $1.400.00 442.64
73223 | MRI UPPER EXTREMITY JOINT W & W/O CONTRAST | $1,900.00 518,11
73718 | MRI LOWER EXTREMITY W/O CONTRAST $1.200.00 12223 |
73719 | MRI LOWER EXTREMITY W CONTRAST $1.400.00 479.38
73720 | MRI LOWER EXTREMITY W & W/ CONTRAS $1,750.00 $85.20
73721 | MRILOWER EXTREMITY JOINT W/O CONTRAST $1,200.00 282.05
73722 | MRI TLOWER EXTREMITY JOINT W CONTRAST $1,350.00 449, E
73723 | MRI LOWER EXTREMITY JOINT W & W/O CONTRAST | $1.950.00 547.77
74181 | MRI ABDOMEN W/O CONTRAST $1.400.00 382,402
74182 | MRI ABPOMEN W CONTRAS SI60000 528.04
74183 | MII ABDOMEN W & WO CONTRAST $2,000.00 387,92
MEDICAL CARE, PLLC AVERAGE CHARGE PER PROCEDURE §158455

The applicant noles a substantial 92% average gross charge rate increase by Mountain Stale

lHealth Alliance as compared Lo facilities nol owned by Mountain States 1lealth Allianee,

Please explain why the 92% incrcasc.

providers likely due to the lack of compelition in the service area.

MSHA charges and collects higher fees as compared lo alternate service

9:46 am
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In a scenario of a patienUs insurance being contracted with every provider in the service
arca for an MRI at the same rate, would it malter what the gross charges arc?

Response
different rates for similar services from different service providers.  So unless there is a
single flat rate payer it DOLES matter what service providers charge and collect for their
services,

22. Section C. Economic Feasibility Item 10
The applicant has provided a consolidated balance sheet and income statement for Medical

Care PLLC and Pine Palms Management, 1.1.C. Since the applicant is Medical Care, P C,
please provide the most recent balance sheet and income statement for that eatity.

Response: 7The requested balance sheet and income stalement are enclosed  Medical Care,
PLLC is set up fo break even at the end on the year. Any true gains or losses are passed
through Pine Palms Management, LLC and then through the individual owners " relurns.

23. Section C. Orderly Development, Item 8 and 9
ltems & and 9 are applicable (o this project. Pleasc provide a response.

Response: A response Lo these items was included with the application and is set forih
below-

8. Discuss how (inancial viability will be ensurced within two years; and demonstrate the
availability of sufficicnt cash {low until financial viability is achicved.

Revenue and expense information for this proposal for Years I and 2 following project completion is
included in the Projected Data Chart.  The net operating income less capital expenditures as
represented is projecied (o be §978,024 in year [ and $1,023,.836 in year 2.

9, Discuss the projeet’s participation in state and federal vevenuce programs including a
description of the extent to which Medicare, TennCare/Medicaid, and medically indigent

patients will be served by the projeet. In addition, report the estimated dollar amount of

revenue and pereentage of total project revenue anticipated from cach of TennCare, Medicare,
or other state and federal sources for the proposal’s first year of operation.

Medical Care, PLLC is both a TennCare and Medicare provider. In the previous year, during the
period November 20, 2011 to November 20, 2012, 31.24% of the patients (reated at Medical Care,
PLLC were TennCare enrollees. During the same period, 9.49% of the patients were on Medicare.
Private insurance accounted for 38.55% of the patients, Worker's Compensation accounted for

9:46 am
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5.36% of the patients and private pay accounted for 14.71% of the patients. Medical Care, PLIC
anticipates seeing a similar payor mix in the future,

The estimated dollar amount of revenue and percentage of lotal project revenue anticipated from
TennCare and Medicare for the proposals Jirst year of operation is set forth below (nole that
Medical Care. PLLC (ypically sees TennCare and Medicare patients more frequently than other
patient populations because they tend (o have more chronic conditions. Accordingly, the percenfage
of anticipated revenue from TennCare and Medicare reflected below is higher than the percentage of
patients noted above.  The percentage of anticipated revemue is based on the medical practice’s
current percentage of TennCare/Medicare revenue for patient visits.).

| o temCare | Medicar ]
| Gross TennCare and Mcdicare T . 207 74 |
(ngss I'ennC .nc, md Medicare { $1,359.000.34 $1214.797.73 I_
MRI Revenues I S S g mmene ]
%ol To MR Rovenues | 301% | 278% ]

24. Proof of Publication
The application copy did not include the publication of intent. Please provide a copy.

Response: The publication affidavit from the newspaper as proof of the publication of the
letter of inient is enclosed. A copy was included with the application copy as required.

Should you have any questions or require additional information pertaining to this
application, please do nol hesitate o contact me by (clephone at 615.274.4838 or by c-mail al

rachelidnelleycompany,com.

Very truly yours,

13 '

" . 4
A gt "G # EL
Rachel C. Nelley ¢ X
Atlorney W

Attachments
ce: Steve Hopland, Medical Care, PLLC
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AFFIDAVIT |
2003 1R 23 M 950
STATE OF TENNESSEE
COUNTYOF (s dey”
NAME OF FACILITY: lepienL Caps PoLc

/ o~ 4 ——
l, /"ij“{; e O /‘!}"3?‘#5»‘\ A-Lafter first being duly sworn, state under oath that | am

the applicant named in this Certificate of Need application or the lawful agent thereof,

that | have reviewed all of the supplemental information submitted herewith, and that it

is true, accurate, and complete.

1 /'/jir' ;
G Py
ALY/ ’{' 24 Cemy

Signature/Titié

Sworn to and subscribed before me, a Notary Public, this thedh & day of /Far¢i 20 (3

/ :
witness my hand at office in the County of __ .-« | f | , State of Tennessee.

LR | l\. / ,‘(‘ “
Wl ol pL
NOTARY PUBLIC (I

=]

My commission expires (&« 2/ - ZoiS

HF-0043

Revised 7/02
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9.

Bed Complement Data
Please indicate current and proposed distribution and certification of facility beds.

A O

C = w

OCZErzec —I@mMmUuowp

TOTAL
Beds at
Completion

Beds
Proposed

Current Beds Staffed
Licensed *"CON Beds

Medical [ O T [
Surgical

Long-Term Care Hospital

Obstetrical

ICU/CCU

Neonatal

Pediatric

Adult Psychiatric

Geriatric Psychiatric
Child/Adolescent Psychiatric
Rehabilitation

Nursing Facility (non-Medicaid Certified)
Nursing Facility Level 1 (Medicaid only)
Nursing Facility Level 2 (Medicare only)

Nursing Facility L.evel 2
(dually certified Medicaid/Medicare)

ICF/MR = |
Aduit Chemical Dependency [FE===ny I

Child and Adolescent Chemical
Dependency

=27

Swing Beds
Mental Health Residential Treatment
Residential Hospice

TOTAL
*CON-Beds approved but not yet in service

10.

Medicare Provider Number
Certification Type

[ 3373530

['Physic¢ian Group Practice

11.

Medicaid Provider Number
Certification Type

[ 1512986

Physician Group Practice 770
_Eysl ]

12.

If this is a new facility, will certification be sought for Medicare and/or Medicaid? |::N/A

13.

Identify all TennCare Managed Care Organizations/Behavioral Health Organizations
(MCOs/BHOs) operating in the proposed service area. Will this project involve the
treatment of TennCare participants?[ Yes| If the response to this item is yes, please

all MCOs/BHOs with which the applicant has contracted or plans to contract.
Os with which the applicant has contracted are identificd on the next page (Page 3-A).

identif
The M

Discuss any out-of-network relationships in place with MCOs/BHOs in the area. See page 3{A.
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Secction A, Applicant Profile

13. Identify all TennCare Managed Care Organizations/Behavioral Health Organizations
(MCOs/BHOs) operating in the proposed service area.

The TennCare MCOs operating in the proposed service area (Carter, Washington, Sullivan,
Johnson and Unicoi Counties) are BlueCare, TennCare Select and UnitedHealthcare
Communily Plan.

Will this project involve the treatment of TennCare participants?
Yes.

If the response to this item is yes, please identify all MCOs/BHOs with which the applicant
has contracted or plans to contract.

The Applicant has contracts with BlueCare, TennCare Select and UnitedHealthcare Community
Plan.

Page 3-A
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4 MOUNTAIN STATES
HEALTH ALLIANCE

uuyrw/ kg ot aey e te Hoalth Gwie

 MSHA Portals I m

HOME BACK

O suare B¢ iR | [ AddioPDF. < | MsnerateFOT -]

Strategic Services " MOU NTAIN STATES

"‘ HEALTH ALLIANCE
) ¢ %Nr:yvm] ‘%;m'n‘q Garwo tu S loetlh Grrm

~e

Find a Physician u -
MSHA Insurance Provider Information

Will you have access to MSHA hospitals and physicians Mountain States
:ouinhiréstates Jan. 1, 20127 HEa!th A"ian‘e
edical Group : i
Insuranca (ompany
Consumenkontal Beginning Jan. 1, 2012, CIGNA will no longer include Mountain States Health
Alllance hospitals, physicians and outpatient clinics in its network, This decision may
WebNursery make It difficult for many people n our reglon to find health care services close to
hame. However, alt of the other health plans and provider netwarks in our region
Online &liling include MSHA facilities and physiclans In their networks and are listed to the right.
Sieosi AL, Aetna
pping ) . . . + Anthem Blue Cross
eGreetings Mountain States Health Alliance hospitals and facilities and Blue Shield
include: g |
Careages + Beach Streer Network
+ BlyeCross® BlueShietd™
of Tennessee
Tennessee Hospitals ¢

Coalition America/NPPN/PCA

+ Franklin Woods Community Hospital o
« Indian Path Medical Center « Coventry National Healthcare
¢ James H. & Cecile C. Quillen Rehabilitation Haspltal Network/First Health
+ Johnson City Medical Center « CrestPoint Health
e Johnson County Cornmunity Hospital = e
* Sycamore Shoals Hospital , N
« Woodridge Hospital Fortified P.rowder Netwr?xk
© 1. Gateway Health
Virginia Hospitals .
1]
+ Dickenson Community lHospital - Humana
» )Johnson Mermorial Hospital i :
= Norton Community Hospital « The Initial Group, Inc.
e Russell County Medical Center + Integrated Health Plan (IHP)
s Smyth County Community Hospital . Integrated Solutions
Health Network LLC
Physicians, Clinics and Other Services M

Maaellan Health Services

1 of2 3/21/2013 5:42 PM
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* Mountain States Medical Group
» with primary and speciality group practices
s Abingdon Physician Partners (APP) Community Physiclans
# FIrst Assist Urgent Care Centers N
= Medlcal Center HomeCare and Hosplce
* and Mediserve services thraughout the Tri-Cities reglon P}
Questions?
If you have any questions regarding your personal or business
health plan network and Mountain States Health Alliance, P
please call 423-431-6647 for more Information.
8]
www.msha.com/insurance
Vv

hup://www.msha.com/ﬁs!'rtl _ETR[‘!ME/MIFF MIT&IUI{B%X1

~March 28, 2013
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+ Magellan Health Services
« Medicare
- MultiPlan Network

+ NovaNet Inc.

» Qne Call Medical {Noston, Va.}

+ Optima Health

» OptumHealth Behavioral
Solutions/United
Behavioral Health

+ PHCS Network

+ UMWA funds
+ UnitedHealthcare

+ Virginia Health Network
- Virginia Medicaid
« Virginia Premier

Health Plan Inc,

20f2

Home | News | Donste Now | Site Map | Video Map | ContactUs | Privacy | Media

Copyright €@ 2001-2013  Mountain States Health ARance Al rights Reserved.

3/21/2013 5:42 PM
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MOUNTAIN STATES
HEALTH ALLIANCE

7/30/2012
To our fellow physicians:

As you are awarc, we in the health care indusiry face many challenges, as reimbursements from
federal and state health plans decline. As part of national health reform, hospitals have agreed
to give up $155 billion in Medicare reimbursements over 10 years, and we at Mountain Scates

Health Alliance are already fecling the effects of these cutbacks in our operations.

At the same time, many employcrs in our market have switched o high-deductible benefit
plans, which place more responsibility on the patient to use health savings accounts to cover
the cost of care. Many of those bills are going unpaid. A large portion of those unpaid bills
are balances less than $200, but those balances add up to create a serious obstacle for the
hcalth system as we plan for the future, Over the past year, MSHA has experienced a drainatic
increase in uncompensated care, which reached $167 million in fiscal 2012. Our charity care

alone has nearly doubled in the past 12 months,

As a result, MSHA will now require pre-payment for all elective procedures in the amount

of half of the patient’s total out-of-pocket expense. This pelicy will take effect Sept. 3,

2012 and will apply to qualified procedures that are performed on or after that date.
Patients will be notificd of the amount of their obligation prior to admission, and if payment
cannot be secured ac that time, the elective procedure will be delayed until sufficient payment
arrangements can be made. In order to avoid scheduling procedurcs that will lave to be
delayed, we are asking referring physicians, when possible, to make patients aware of the

haspiral’s policy before the procedure is scheduled.

‘Fhis policy has been in place for the uninsured population for several years, but recent
reimbursement chaltenges have made it necessary to apply the policy to the insured population
as well. The procedures affected by this policy are determined by diagnosis code and have been
fully verted by the physician leadership of MSHA. Emergent services are unaffeeted by the
policy; MSHA. hospitals will centinue to perform these procedures regardless of the patient’s

ability to pay.

(continued)

400 North State of Frankiin Road Johnson City, Tennessee 37604-6094 Tolophone 423.431.6111



the MSHIA officials listed below.

Sincerely,

iz hillgmn
Marris H. Seligman, MD, EACP
SVP/Chicf Mcdical Officer,
Mountain Srates Healch Alllance

SeligmanMH@msha.com | 423-302-3373

oy ..

Douglas Edema, MD

President/Chief Executive Ofhcer
Mountain States Medical Group
EdemaDA@msha.com | 423-915-5195

WP dr—

Jim Paskert, MD

VP/Chief Medical Officer

MSHA Washington County, TN Operations
Paskert] P@msha.com | 423-431-1061

An appeals process will be in place for exceptional cases. If the referring physician wishes to
initiate an appeal, he or she may conract the Chicf Medical Officer of the facillty in question.

Thank you for your understanding and cooperation as we work to create an environment that

Is sustainable, both for patients and providers. If you have questions, feel free to contact one of

20
¥rank Lauro, DO, FACC, FACOI1

VP/Chief Medical Officer,

Indian Path Medical Center / Mountain States
Medical Group

LauroF]@msha.com | 423-857-7100

N

Clay Runncls, MDD

AVP/Medical Director of Emergency Sves
Mountain States Health Alliance
RunnelsCWe@msha.com | 423-431-1983

== H‘Ay lw AL
Hughes Melton, MD

VP/Chicf Medical Officer,

MSHA Virginia Operations
MeltenSH@msha.com | 276-258-2800

March 28, 2013
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The Business of Scieree?

Medical Care Imaging, LL.C
1500 West Elk Avenue
Elizabethton, TN 37643

Reconditioned GE Signa 1.5T 12x EXCITE 8-Channel MRI Scanner
Equipment Quotation

Prepared By:
Will Hengemuhle, Jr.
Mareh 22, 2013
843.568.9865 Cell



QiService®

AGREEMENT NUMBER: 032213-WH
DATE: March 22, 2013

The Busimess of Science’

Reconditioned GE Signa 1.5T 12x Excite 8-Channel MRI

ITardware Summary
*  CX-K4 1.5T Actively Shiclded Short Bore Magnet
* 15T Excite HD EchoSpeed Plus 8-Channel Electronics with Phased Array
*  ACGD Plus Gradient Driver 33 m1/m, Slew Rate 120

= Excite Digital RF System

*  Detachable Patient Table

= NP Linux Dual Processor Workstation/Operator Console w/ Color LCD Monitor

= Vector 400 Recon Module (Vector 800 available as an option)

Coils

= 8-Channel CTL Spine Array Coil = 4-Channel Shoulder Array Coil

*  8-Channel Body Coil = Quad Extremily Coil w/ Chimney

= §-Channel Neurovascular Array = General Purpose Flex Coil (x2)

»  4-Channel Tarso Array Coil = Duoal TMJ Coil and Dual Array Adaptor

=  Breast Coil

12x Software and Options Summary

= [EXCITE ScanTools [2x Soltware =  FuncTool, ClariView

v Spin Icho, Fast Spin Echo »  ConnectPro (Modality Worklist)
=«  Gradient Echo, Fast Gradient Echo =  Performed Procedure Step

= Time of Flight, Phase Contrast % Multi Planar Volume Reformat
= Echo Planar Pulse Sequence * Interactive Vascular Iimaging

Advanced Neuro Imaging — EchoPlus, 3D Fiesta, Fiesta—C, Assct
Advanced Body and Breast Imaging — Asset, Firm, Fame, Special, 2D Fat Sat Fiesta, LAVA
Vascular Imaging — SmartPrep, SmariStep, Elliptic Centric, FTMRA

Cardiact Imaging — iDrivePro Plus, FastCine, FastCard, 2D Fiesta, 3D Fat Sat Fiesta

Other Items
= Main Disconnect Panel
»  Note: [nstallation of the above by licensed contractors

**SUBJECT TO AVAILABILITY*"

Form F105 | MRI Turnkey | Rev. A Effective: 2012-03-07 Page 20f9
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The Business of Science”

PURCHASE AND SALE AGREEMENT
(EQUIPMENT)

Oxford Instruments Service LLC ("O1 SERVICE™), located at 1027 SW 30" Avenue, Deerficld Beach, FL 33442, hereby
agrees to sell; and Medical Care Imaging, LLC ("PURCHASER™), located at 1500 West Elk Avenue Elizabethton, TN 37643,
hereby agrees Lo purchase the equipment described below ("Equipment”) in accordance with the terms and conditions fotth below in
this Agreement and the standard terms and conditions set forth in Exhibit A, attached hereto and incorporated to this Agreement by
reference:

PURCHASE PRICE: Three Hundred and Ninety-Nine Thousand Dollars, ($399,000.00) (“Purchase Price”), The Purchase
Price and any other amounts payable under this Agreement shall be paid in U.S. Dollars by the wire transfer of immediately available
funds to bank account directed by Ol SERVICE.

EXECUTION OF AGREEMENT AND DEPOSIT BY PURCHASER: PURCHASER shall return an executed Agreement to Ol
SERVICE on or before November 1, 2013 along with a deposit of $119,700.00 (30% of Purchase Price) via wire transfer of
immediately available funds lo a bank account directed by Ol SERVICE. 1f PURCHASER fails to execute this Agreement and pay
the deposit prior to such date, the terms and conditions set forth in this Agreement shall be null and void.

PAYMENT TERMS: The Purchase Price shall be paid as follows: (i) 30% of the Purchasc Price upon the exceution of this
Agreement; (ii) 60% upon written notice of shipment to PURCHASER s ite and prior (o delivery of the Equipment to the
PURCHASER’S site; and (iii) 10% upon the first use of the Equipment, but no later than 30 days after the delivery of the
Equipment.

REFURBISHMENT: Refurbishing of Equipment includes inspecting all mechanival parts and adjusting or replacing parts if
necessary, along with professional cleaning and painting to look like new.

LIMITED WARRANTY: The limited warranty provided by OI SERVICE shall be governed pursuant to the terms and conditions
set Torth on Exhibit “A™ attached hereto and made a part hereof.
[Every attempt has been made to assurc complcte and accurate systen specifications (o the best of our ability.

INSTALLATION, TURNOVER AND ON-SITE APPLICATIONS TRAINING: The installation and turnover of the Equipment,
along with applications iraining shall be governed pursuant to the terms and conditions set forth on Exhibit “A™ attached hereto and
macic a parl hereof.

DELIVERY DATE: The Equipment shall be de-installed and delivered on or before December 31, 2013(“Delivery Date™) at 1500
West Elk Avenue Elizabethton, TN 37643. O1 SERVICE shall pay all transportation costs.

Form F105 | MRI Turnkey | Rev. A Effective; 2012-03-07 Page 30f9



QiService®

ACCEPTANCE OF TERMS AND CONDITIONS: OI SERVICE and PURCHASER have carefully read the terms and conditions of
this Agreement and its Standard Terms and Conditions. The undersigned are duly authorized to execute this Agreement on behalf
PURCHASER and Ot SERVICE.

&

The Business of Science’

“OI SERVICE” “PURCHASER”
Oxford Instruments Service L.1.C Medical Care Imaging, LLC TAX ID No.:
BY: BY:
Jeftrey D. [Fall Purchaser Signature
INT: o INT: . N N
DATE: DATE:
i -

Form F105 | MRI Turnkey | Rev. A Effective: 2012-03-07 Page 4 of 9



iService®

The Business of Scienee®

STANDARD TERMS AND CONDITION

1. INCORPORATION OF ADDITIONAL TERMS AND CONDITIONS: This Exhibit is an integral part of O1 SERVICE's
offer to sell the Equipment to PURCHASER. By signing the Agreement and the Exhibit and returning it to Ol SERVICE,
PURCHASER hereby accepls all of the terms and conditions sct forth in this Agreement, including, but limited to the terms sct forth
in this and any other Exhibit.

2. DEFAULT:

(a) [£ O SERVICE [ails to deliver the Equipment within (435) days after the Delivery Date, then PURCHASER shall
have the right to cancel this Agreement and receive a full refund of any and all funds paid to Ol SERVICE, including, but limited to all
deposits and prepayments. The aforementioned refund shall be PURCHASER s sole and exclusive remedy,

(b) [TPURCHASIER fails to comply with the payment terms described on the fitst page of this Agreement, and such
non-payment conlinues for a period of five (5) after such payment due date, then in addition to any and all rights and remedies
available to Ol SERVICE at law or equity, Ol SERVICE shall have the right to cancel this Agreement and retain any and all funds
paid to Ol SERVICE, including, but limited to all deposits and prepayments.

(¢) In the event OI SERVICE agrees to accept multiple payments to satisfy the Purchase Price which shall be paid over
a period of time, PURCHASER hereby grants OI SERVICE a purchase money security interest under the UCC in all Equipment to
secure full payment for such goods is received. PURCHASER shall execute any documents required by O SERVICE to perfect such
security interest in the Equipment, and where permilted PURCHASER hereby authorizes Ol SERVICE 1o sign and file the same
without PURCHASER's signaturc. PURCHASER agrees to pay any and all expenses related to the preparation and {iling of such
documents.

3. TRANSFER OF TITLE: Upon Ol SERVICE's’ receipt of the tull Purchase Price, O SERVICE shall assign, transfer and
convey all of its right, title and interest in the Equipment to PURCHASER, free and clear of all liens and encumbrances.
4, INSTALLATION, TURNOVER AND ON-SITE APPLICATIONS TRAINING:

(a) O SERVICE shall provide PURCHASER with site planning assistance including preliminary/final room

drawings. Ol SERVICI shall only perform commercially normal installation. There witl be no special rigging requirements such as
the use of cranes. The PURCHASER agrees to pay upon receipt of invoice from O] SERVICE any amount above $7,500 for rigging
of the Equipment into the sitc of installation,

(b) PURCHASER shall be responsible to prepare the site in accordance with the site plan and the specifications
of the Original Equipment Manufacturer (OEM). All applicable, licenscs and/or permits shall be the responsibility of the
PURCHASER.

(¢) Ol SERVICE shall provide 7-days on-site applications training. The training schedule is generally 4-5 days
following the turnover of the Equipment, and 2-3 days follow up. Training is approved for CEU’s.

(d) The following Service shall not be provided by O SERVICE:
(M RF Room and Shielding

(1) Tnstallation of air conditioning units, water chillers, and electrical pancls and related equipment
and environmental which shall be performed by licensed contractors hired by PURCIHASER.

(ii1) Site modifications and renovalions to the installation site as would be required by Original

Equipment Manufacturer (OEM) specifications.

N
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The Business of Science®

(e) The procedure for the installation and turnover of the Equipment, along with on-site applications training is
as follow:
(" Upon the delivery of the Equipraent and upon PURCHASER’s completion of site preparation, OI

SERVICI shall commence installation the Equipment (in accordance wilh the provision set forth in paragraphs (a) and (b) above);
provided that if Purchaser delays the installation of the Equipment or the site has not been properly prepared by Purchaser for
installation within 5 business days of the Delivery Date, then the installation and turnover of the Equipment shall be deemed accepted.
Further, shatl pay OI SERVICE a storage fee in the amount of $2,000.00 per month (plus the cost of any cryogens required to keep the
magnet cold while in storage), and such fees shall be due and payable prior to the delivery and instailation of the Equipment at the site.

(ii) 0! SERVICE shall schedule and provide Purchaser’s employees with application training for the
Equipmeni(in accordance with the provision set forth in paragraph (¢) above) upon completion of the installation of the Equipment;
provided however, if Purchaser delays the application training by more than 5 business days, then the installation and turnover of the
Equipment shall be deemed accepted.

(1ii) Upon completion of the installation of the Equipment and the applications training, O SERVICE
shall provide Purchaser with a Certificale of Acceplance which shall provide that: (A) the Equipment has been properly installed and
the Equipmenl meets or exceeds the original specifications of the original equipment manufacturer, and (B) the application training has
been completed.

(iv) Purchaser shall have 5 business days from the receipt of the Certificate of Acceplance to provide
O1 SERVICE with either: (A) written acceptance to the installation and turnover of the Equipment; or (B) provide O SERVICE with
written notice which describes any issues relating to the Equipment’s conditions or specifications, the installation of the Equipment or
the application training,

(v) If Purchaser fails to provide Ol SERVICE with a writlen response to the Certificate of Acceptance
in accordance with subparagraph (iv) above, then the installation and turnover of the Equipment shall be deemed accepted.

5. RISK OF LOS8S: The risk of loss from any damages or casualty to the Equipment shall passes from Ol SERVICE to
PURCHASER when (he Equipment is duly delivered 1o the transportation carrier or the Equipment is picked up by Lhe transportation
carricr.

6. LIMITED WARRANTY:

(a) Subject to the provisions set lorth below, O SERVICE shall provide a limited warranty for a 12 month period
commencing on the earlier of: (i) acceptance of the Equipment by PURCHASER {in accordance with the terms set (orth on Exhibit
“A™), or (ii) first clinica) use and billing of patient ("Warranty Period"). The warranty coverage period is M-F, 8am—35pm, excluding
holidays.

(b) 01 SERVICE warrants that the Equipment is frec from defects in material or workmanship under normal use and
service. There shall be no warranly on consumables. The limited wartanty shall cover all parts and labor (surface coils and cryogens —
which shall not exceed 1000 liters).

(¢) Any Equipment found to be defective during the "Warranty Period shall be repaired or replaced [ree of charge,
provided that PURCITASER satisfies all of the following conditions: (i) PURCHASER gives written notice of the defect {with
reasonable relevant information) to O1 SERVICL as soon as reasonably practicable and within the Warranty Period; (i) the Equipment
has been used solely for its proper purpose and in accordance with the operating instructions specified by the original equipment
manufacturer (including, but not Jimited to meet or exceed the proper power requirements in accordance with the specifications of the
original equipment manufacturer and all HVAC requirements); (iii) the defect has not been caused by fire, accident, misuse, ncglect,
incorrect installation by PURCHASIER or its customers, agents or servants, (iv) there has been no unauthorized alteration, repair or
maintenance or the use of sub-standard consumables; (v) the defect has nol arisen from any design, spceification, component or
material supplied by or on behall of PURCHASER; (vi) no part ol the Equipment has been replaced with a part not supplicd or

s a L et}
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approved by O SERVICE; ((vii) all repairs to the Equipment have been made by personal of Ol SERVICE or approved by OI
SERVICE; (viii) PURCHASER has made all payments due and owing to Ol SERVICE.

The Business of Science”

In the event PURCHASER fails to meet the requirements sct forth in sub-paragraph (¢)(it} above, Ol SERVICE shall have the
right to impose additional charges to PURCIJASER or void the limited warranty sct forth herein, as provided by Ol SERVICE in its
solc discretion.

(d) PURCHASER shall be liable for any costs incurred by O SERVICE in responding to claims caused by operator
crror or incorrect application or other default of PURCHASER or other third party;

(&) PURCHASER shall pay the costs of all consumables,
(f) Ol SERVICE, at its sole discretion, shall delermine whether (o replace or repair the Equipment.
(g) {f a part fails within this Warranty Period and is replaced or repaired, then the ncw part will have a warranty period

cqual 1o the remaining period of the part that failed.

(h) Ol SERVICE, at is option and sole discretion, may repair the Equipment at the site of PURCHASER or direct
PURCHASER to have the Equipment returned to Ol SERVICE's premises. f repairs are made at the location of PURCHASER, O1
SERVICE will not charge for the cost of materials or labor but will, at its discretion, charge travelling and subsistence expenses
incurred by Ol SERVICE's representatives; and

(0 PURCHASER shall accord O SERVICE and its representatives or agents sulficient and timely access to the
Equipment to enable ils staff to inspect and adjust, repair, remove or replace the agents sufficient and timely access to the Equipment

to enable its staff to inspect and adjust, repair, remove or replace the Equipment; and

)] THIS WARRANTY IS GIVEN IN LIEU OF ALL OTHER WARRANTIES, EXPRESS OR IMPLIED,
INCLUDING WARRANTIES OF MERCHANTABILITY, DESCRIPTION AND FITNESS FOR PARTICULAR PURPOSE.

(L LIMITATION OF WARRANTIES AND LIABILITY, HOLD HARMLESS:

(a) PURCHASER ACKNOWLEDGES THAT OI SERVICE DID NOT MANUFACTURE THE EQUIPMENT, AND
THAT EXCEPT AS SET FORTI HEREIN, Ol SERVICE MAKES NO REPRESENTATION OR WARRANTY, EXPRESS OR
IMPLIED, INCLUDING ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR USE,
WITH RESPECT TO THE EQUIPMENT. THIS AGREEMENT STATES Ol SERVICE'S ENTIRE OBLIGATION WITH
RESPECT TO THIS TRANSACTION, EXCEPT AS SET FORTH HERIN, Of SERVICE PROVIDES NO WARRANTY OF
OPERABILITY AND WILL HAVE NO LIABILITY FOR ANY FAILURE OF THE EQUIPMENT AFTER PURCHASER OR ITS
AGENTS TAKE TITLE AND BEGIN DEINSTALLATION. IN NO EVENT WILL Ol SERVICEOR ITS AGENTS BE LIABLE
FOR ANY CONSEQUENTIAL OR INCIDENTAL DAMAGES, INCLUDING LOSS OF USE, PROJECTED PROFITS, OR
OTHER FINANCIAL 1LOSSES DERIVING FROM THE SALE OR USE OF THE ABOVE MENTIONED EQUIPMENT, NOR
SHALL O] SERVICEOR ITS AGENTS BE LIABLE FOR ANY DAMAGES FOR BODILY INJURY,

(b} PURCHASER AGREES TO INDEMNIFY, DEFEND, AND HOLD HARMLESS Ol SERVICE AGAINST ANY
AND ALL CLAIMS JUDGMENTS, COSTS (INCLUDING ACTUAL ATTORNEY FEES), EXPENSES, OR OTHER LOSSES TO
ANY PERSON, GROUP OR ENTITY, DERIVING FROM OI SERVICE'S SERVICE. IN THE EVENT THAT THE TRANSFER IS
NOT COMPLETED FOR ANY REASON, INCLUDING FORCE MAJEURE, ACTS OF WAR OR GOD, OR WITHDRAWAL OF
THE EQUIPMENT FOR SALE, THE SOLE LIABILITY OF Ol SERVICE SHALL BE LIMITED TO THE RETURN OF ALL
MONIES ALREADY PAID TO Ol SERVICE BY PURCHASER, INCLUDING DEPOSITS. PURCHASER WILL HAVE NO
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OTHER REMEDY UNDER LAW FOR ANY REASON WHATSOEVER, INCLUDING BUT NOT LIMITED TO LOSS OF USE
OR DERIVATIVE PROFITS OR ANY OTHER DAMAGES,

8. SOFTWARE.

(a) PURCHASER acknowledges and agrees that Ol SERVICE has no rights, tilles, and interest in and to software
relating to the Equipment, and that Ol SERVICE has no right to grant any licenses thereunder, PURCHASER further acknowledges
and agrees (hat all, rights, title and interest in such software remains with the original equipment manufacturer (“OEM”).

(b) O] SERVICE make no representations and warranties 1o PURCITASER that the software was properly installed in
the BEquipment and that it will pecform substantially as described in the OEM’s specification for the Equipment.

(c) By executing this Agrecement, the PURHASER hereby designates Ol SERVICE as PURCHASER s attorney in fact,
with full power and authority to act on PURCIHASER’s behall with the OEM in connection with obtaining the necessary soflware
{rom the QEM to operate, repair or maintain the Equipment.

9. TAXES: Any sales, use, property, or other taxes or regulatory fees applicable to this transaction will be in addition to
the purchase price quoted, and shall be due and payable by PURCHASER. PURCHASER shall provide to Ol SERVICE proof of any
claimed exemption from the foregoing items.

10. SUBCONTRACTORS: Ol SERVICE reserves the right to utilize sub-contracts for any of the  required to meet ils
obligations under this Agreement.

11 APPLICABLE LAW, ARBITRATION, LITIGATION, JURISDICTION, AND VENUE:

(a) This Agreemenl shall be governed by and interpreted by the laws of the State of Massachusetts, Any Controversy or
Claim arising out of or in relation to this Agreement, or breach thereof, shall be submitted to binding arbifration. Any such arbitration
shall be conducted in accordance with the Commercial Arbitration Rules of the American Arbitration Association, but not necessarily
administered by the American Arbitration Association. The venue of any such arbitration shall be the State of Massachusctts. Any
controversy will be submitted to a panel of three arbitrators, PURCHASER and Ol SERVICE shall each select one arbitrator and
those arbitrators shall select a third arbitrator, Any arbitrator must be a member of the Massachuseits Bar Association. The fees for
the arbitrators will be levied as follows: PURCHASER and Ol SERVICE will each be responsible for paying the respective fee of the
arbitrator they selected. PURCHASER and Ol SERVICE will each pay fifty percent (50%) of fecs charged by the third arbitrator.
Judgruent upon the award rendered by the arbifrators may be entered and enforced by any court having jurisdiction. The prevailing
party in arbitration shall be awarded all costs incurred in connection with the pursuit of its claims, including filing fees, arbitrators'
fees, and reasonable attorney fees.

(b) PURCHASIER hereby consents (o personal jurisdiction in the State of Massachusetts and to venue in the county or
federal district in which Ol SERVICE maintains its headquacters.

12. ENTIRE AGREEMENT, NON-CANCELLATION: This Agreement (and all exhibits) represents the entire
agreement between the parties, is a final expression of that agreement, is non-cancelable, and supersedes any previous oral or written
agrecments between the parties. Any changes must be in writing signed by both parties. This Agreement will not be binding until
signed by both parties, and can be withdrawn by either party at any time, without notice, prior to signature by either party.

13. MISCELLANEOUS PROVISTONS:

(a) Paragraph hecadings uscd in this Agreement are of no legal elfect;
(b) If any provision contained in this Agreement is determined to be invalid, illegal or otherwise unenforceable, the

remaining provisions shall be fully enforceable;

(¢) Any forbearance by cither party from enforcing any term of this Agrcement shall not constitute a waiver of any right
under this Agreement, unfess stated in writing;
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The Business of Science®

(d) This Agreement may be executed in one or more counterparts, each of which shall be deemed an original, but all of
which together shall constitute one and the same agreement. A copy of a signature received through lelefax transmission or other
clectronic means (including in Adobe pdf or similar format) shall bind the party whose signature is so received as if such signature
were an original;

(e} PURCHASER may not assign any of its rights or obligations under this Agreement without the prior writlen consent
of OI SERVICE which consent shall not be unreasonably withheld;

() All Exhibits to this Agreement are expressly made a part of this Agreement as fully as though completely set forth
in this Agrecment;

O] SERVICE and PURCHASER do each hereby agree and accept the terms and conditions set forth in this Exhibit.

“O1 SERVICE?” “PURCHASER”
Oxford Instruments Service LL.C Medical Care Imaging, LLC TAX ID No.:
BY: BY:
Jeffrey D. Fall Purchaser Signature
INT: INT: -
DATE: DATE:
i @ -
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Medical Care, PLLC

Proposed MRI Service area
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Proposed service area includes; Carter, Johnson, Unicoi, Sullivan, and Washington counties in Tennessee
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PO, Box 940 , Ig;/};/h{l;(l’ P.0O. Box 208

]ohnson Cil‘}', TN 37605-094() A division of lalferson Federal Bank Kingsporl', TN 37662-0208

March 26, 2013

Mr. Steve Hopland
Medical Care PLL.C
1500 West Elk Avenue
Elizabethton, TN 37643

Dear Mr. Hopland:

State of Franklin Bank, a division of Jcfferson Federal Bank, is pleased to offer you the
following proposals to finance the purchasc of a G.E. 1.5T MR, as further described in
Contract of Sale #092212A from M.E.D. Inc and a GE Signa 1.5T Excite 8-Channel MRI
described in Agreement Number 121712-WH from Oxford Instruments, along with
related attachments/expenses associated with the instatlation. The proposal is subject to
the satisfactory review of all financial information on the borrower(s) and conditions to
meet the bank’s lending policy and/or state and federal guidelines and should not be
construed to be final approval.

Loan Amount; $839,000

Interest Rate: 5.00%

Amortization: For a period not to exceed 60 months.
Origination Fee:  None.

Repayment Terms: The fixed monthly principal and interest payments
based on an amortization period not to exceed 60 months.

Loan lo Value: N/A

Collateral: Equipment to be purchased along with all attachments.

Guarantors: Dr. Amold Hopland, Dr. Jeffery Hopland, Dr. Kenneth Hopland,
Steve Hopland and Jennifer Whaley, along with all spouses.

Environmental

Assessment: N/A

Insurance: A mortgage policy naming State of Franklin Bank, a division

of Jefferson Federal Bank, as mortgagee shall be required at closing.

MAIN OFFICE: 1907 North Roan Street = Johnson City, TN 37601 ¢ Phone (423) 926-3300 = Fax (423) 232-4848

1000 W. Oakland Avenue 612 Wost Walnual Street 4718 North Roao Street 240 Wast Center Street 4409 Fort Henry Drive

Johnson City, TN 37604 lehnson City, TN 37604 Johnson City, TN 37615 Zinpspor ) i
: ity T ] . IN : lity, A76145 Kingsport, TN 37660 Kingsport, TN 37663
Phone (423) §54-2180 Phone (423) 461-4550 Phong {423) 722-9800 n m:\e (423) 246-2100 Fho’;nf (423) 239-6290

Fax (421) #54-2189 Fax (423) 461-4555 Fax (423) 926-2103 Fax (423) 578-8036 Fax (423) 239-6291
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Page 2, Medical Care PLLC, March 26, 2013

Closing Cost: The borrower shall be responsible for all closing costs associated
with this loan including but not limited to attorney fees, appraisal fees,
environmental assessments or any other cost. If the loan docs not
close, any fees generated will be paid by the borrower upon request
by the bank.

Prepayment: No prepayment fee will be assessed.

Other terms &

Conditions: A Balance Sheet and Income Statement, along with prior year tax
returns, shall be delivered to the bank on a limely basis after the fiscal
year on all borrowers ar anytime the bark deems necessary.

The Directors, Officers and staff are pleased you have given the bank the opportunity to
review your request. 1f you have any questions please feel free to call.

Sincerely,
@il o7yl ety
H arvc;ZLXi (chell

President, Tri-Citics Division

Acceptance of these terms and conditions are required by April 15,2013 and if approved
closed by May 15,2013, Any changes to these terms and condition shall be in writing
and approved by State of Franklin Bank.

Accepted:

BY o Cae— e S
Title Date
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Give information for the last three (3) years for which complete data are available for the facility or

agency. The fiscal year begins in _January (Month).

Year 2010 Year 2011 Year 2012
A. Utilization Data (Specify unit of measure) CPT's 233,492 260,351 254,696
B. Revenue from Services to Patients
1. Inpatient Services $ . $ - 5 -
2. Outpatient Services $15,349,854  $17,411,255  $18,228,256
3. Emergency Services - - "
4. Other Operating Revenue - -
(Specify)
Gross Operating Revenue $17,411,255 §18,228,256
C. Deductions from Gross Operating Revenue
1. Confractual Adjustments $8,403,226
2. Provision for Charity Care 920,991 747,358
3. Provisions for Bad Debt 461,927 _ 1,044,229
Total Deduction $8,915231  §10,194,813
NET OPERATING REVENUE $8,496,024 $ 8,033,443
D. Operating Expenses
1. Salaries and Wages $2,155,904  $2,200,216
2. Physician's Salaries and Wages $2,054,709  $2,106,806
3. Supplies - $ 213,389 $ 260,316
4, Taxes $ 303,409 $ 354,482 $ 249,982
5. Depreciation $ 376,472 $ 384,042  § 195,462
6. Rent o L
7. Interest,
8. .
$2,357,923  $2,393,264  $2,624,563
9. e e— I
: $7,168,750 $ 7,555,790 $ 7,727 345
E. Other Revenue (Exp 5 t (Specify) $ $ 3 )
NET OPERATING INCOME (LOSS) $__28.667 $_940,234 ¢ 306,098
F. Capital Expenditures
1. Retirement of Principal $(1,462,695) §(506,331)  $(4.404,830)
2. Interest 149,922 247,016 351,847
Total Capital Expenditures $(1,312,773) $(259,315)  $(4,052,983)
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES $.1341440  $1,199549  §4,359,081

21
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Give information for the two (2) years following the completion of this proposal. The fiscal year begins

in January (Month).
A.  Utilization Data (Specify unit of measure)
B. Revenue from Services to Patients

1.  Inpatient Services

2. Outpatient Services
3.  Emergency Services
4

Other Operating Revenue (Specify)

C. Deductions from Gross Operating Revenue

PROJECTED DATA CHART 9:46 am
03 HiR 28 KL 9: 09
103 HIR 2 Year_ 1 Year__2

2,756 2,894
$ . $ i

$4,369,776 $4,588,582

Gross Operating Revenue 776 $ 4,588,582

$ 2,005,210

1.  Contractual Adjustments

2. Provision for Charity Care

$ 229,429

3. Provisions for Bad Debt __ 137,857
Total Dedugtio 372,296
NET OPERATING REVENUE $2,216,286
D. Operating Expenses
1. Salaries and Wages $ 318,500
2. Physician’s Salaries angd-Wag $ 217,050
3. Supplies $ 289,400
4. Taxes )
5. Depreciation $ 75,000 $ 75,000
6. Rent ~$ 23,590 $ 23,590
7. Inte = =
8. Mé_nag_gmeht'Fees.:
. FeestoAffiliates $316,590 $ 332,443
9 n Page 23 $ 150,000 $ 150,000
Total Operating Expenses  $_1,330,280 $ 1,405,983
E. Other Revenue (Expense Net (Specify) $ - $ 5
NET OPERATING INCOME (LOSS) $_ 780,323 $_ 810,303
F.  Capital Expenditures
1. Retirement of Principal $ 94,792 $ 99,641
2. Interest $ 24,097  $ 19248
Total Capital Expenditures $_118,889 $ 118,889
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES $_661,434 $.691.414

22




Medical Care PLLC

8:30 AM
03725113 Balance Sheet
Cash Basis As of December 31, 2012

ASSETS
Current Assets
Checking/Savinps
1000-00 - State of Franklin

Total Checking/Savings
Total Current Assets

TOTAL ASSETS
LIABILITIES & EQUITY
Liabifities
Current Liabillties
Other Current Liabilitles
2100-00 - Payroll Liabilities
2130-00 - Due to Pine Palms Mgmt

Totat Other Current Liabilities
Total Current Liabilities

Total Liabilities

Equity
3800-00 - Retained Earnings
Net Income

Total Equity

TOTAL LIABILITIES & EQUITY

SUPPLEMENTAL-#1
March 28, 2013
9:46 am

Dec 31, 12

101,027.26
101,027.26

101,027.26

101,027.26

~-956.56
10111251
100,155.95

_‘_1_00,1_5_5,95

100,1565.95

667.71
203.60

871.31

101,027.26

Page 1



8:30 AM

03/25/13
Cash Basis

Medical Care PLL.C

Profit & Loss

SUPPLEMENTAL-#1

January through December 2012

Ordinary Income/Expense
income

4005-00 - Deposit/daily
4015-00 - Pharmacy
4550~00 * Refund

4560-00 « Returned Checks
4910-00 - Rebate Income
4975-00 - Bank Errors

Total Income

Gross Profit

Expense

5500-00 + Payroll Expenses
5501-00 - Wages -Hourly
5512-00 - Salaries to PA's
5514-00 - Salaries to FNP's
5520-00 - Salaries To MD's
5600-01 - Payments to Officer #1-AH
5600-02 - Payments to Officer #2-JH
5600-04 - Payments to Officer #4-KH
5500-00 - Payroll Expenses - Other

Total §500-00 - Payroll Expenses

§522-00 « Net Paychecks

5750-00 * Bank Service Charges

6020-00 - Employee Benefits
602B-00 - Others

Total 6020-00 - Employee Benefits

6180-00 - Insurance
6420-00 - Work Comp

Total 6180-00 - Insurance

6240-00 - Miscellaneous
6640-00 - Managerial Services
6645-00 - Professional Fees
6672-00 - Office Expenses
6820-00 « Taxes
6830-00 - Payroll Taxes
6860-00 - Franchise and Excise Taxes

Total 6820-00 - Taxes

Total Expense

Net Ordinary Income

Other Income/Expense
Other Expense
8010-00 - Other Expenses

Total Other Expense

Net Other Income

Jan - Dec 12

7,244,027 .48
788,329.47
3.00
1,164.24
2,245.10

030
8,033,443.51

8,033,443.51

24,317.20
85,603.24
634,207.92
578,267.66
147,844.82
237,803.92
249776.13
135,992.56
2,094 813.45

9,993.13

3,222.31
2,000.00

2,000.00

5,321.80
5321.80

50.00
5,830,624.43
2,438.58
150.00

84,626.21
_____100.00
84,726.21

8,033,339.81

103.60

March 28, 2013
9:46 am

Page 1
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STATE OF TENNESSEE "
COUNTY OF CARTER

SZALJ C C‘luinn OF SAID

COUNTY B%ING DULY SWORN, DEPOSETH AND
SAITH THAT SHE IS THE ASSISTANT TREASURER
OF THE ELIZABETHTON STAR, A NEWSPAPER
PUBLISHED AT ELIZABETHTON IN THE COUNTY
OF CARTER, STATE OF TENNESSEE, AND THE
ORDER AND NOTICE, OF WHICH IS ANNEXED IS
A TRUE COPY, WHICH WAS PUBLISHED IN SAID
PAPER FOR f}'{\&- fhtsf CONSECUTIVEWEEKS

th
COMMENGING ON THE _& — DAY OF May: , 20 (3
AND-ENDING ON THE 8= DAY OF v, , 2013

Sworn to and subscribed before me this

e 6é day of Max , 203

NOTARY PUBLIC N\ex\'\
\W\. O.C\\e,'. C N%“c:

CE‘('{'PFI Ca‘.?l'e o?— “\ﬁﬁc\
ubhs\\eci Mach 8, 2013
: $204. 00

My commission expires November 19, 2014
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SUPPLEMENTAL- # 2
April 8, 2013
12:05 pm

AR 8 PM12 g5

nelley & company pl

2013 Arp .
Rachel CNell&yT pbdey
xnclmlf‘j("l_'_.{ncl|a:,\=cn1(‘|1|‘):lr1'i!\-’.'€('wtps
6132744838

April 8, 2013

VIA HIAND DELIVERY

M. Phillip M. Earhart

Health Services Examiner

'I'N Health Services and Development Agency
Irost Building, 3rd Foor

161 Rosa L. Parks Boulevard

Nashville, TN 37243

Re:  Certificate of Need Application CN1303-006
Medieal Care, PLLC

Dear My, Larhart:

This letter will serve to follow up the filing of the above-referenced certilicate of need
application and is submitted as a second supplemental response (o your c-mail correspondence
dated April 1, 2013, wherein additional information or clarification was requested.

1. Scction C. Economic Feasibility Ttem 4
Pleasc specify other expenses in the Projected Data Chart listed in D). Operating Expenscs I8
Other lixpenses.  Also, please remove reference to page 23. If needed, a blank Projected
Data Chart 1s enclosed.
Response: A revised Projected Data Chart is enclosed

2. Section C. Economic Feasibility Ttem 5
Pleasc recalculate the average deduction from operating revenue and average nel charge on

page 36 and resubmit a replacement page.  Please include contractual deductions n your
calculation.

3. Secction C. Economic Feasibility 1tem 6.A
102 Woodmont Boulevard - Suite 200« Nashville, TN 37205

MAIL: P.O. Box 150731 « Nashville, TN 37215-0731
TELEPHONE: 615.345.032% - FACSIMILE: 615.730.6545 « WEBSITE: www.nelleycompany.com



Mr. Phillip Earhart

April 8,2013
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SUPPLEMENTAL-# 2
April 8, 2013
12:05 pm

¢ pross charl, average projected deduction, average projecled net
charges, cte. on page 36 of the application is noted. The figures appear (o not match the
hart totals. Please recheck and include the changes on the same replacement

The table for average
:

projected data ¢
page as referenced in the previous question.

I se: The enclosed replacement page 36 includes the revised table for average gross
charge, average projected decuction, average projected net charge, anticipated gross
operating revenue and anticipated net operating revemue sel forth below.

Average Gross Charge $1584.55 o BiesAss
| Average Projected Deduction | $691.89 _$691.89
Average Projected Net € . $892.66 . $892.66
Anticipated Gross Opers PP A -
AMEIPRIEC G oSS IERE $4.367,020 $1.585.688
Revenue B ) R
Aulicipated Net Operating . WP
Auticipaied Ivel Operating $2.460,171 $2,583.358
Revepwe |

Scetion C. Keonomic Feasibility Item 8

The applicant documents project [inancial viability on page 39 by stating net operaling

income less capital expenditures is projected to be $978,024 in Year One and §1,023,850 In
Year 2 in the Projected Chart. These totals do not match figures in the supplemental
Projected Data Chart that includes management fees of $661,434 in Year One and $691.414
in Year Two. Please correct and submit a replacement page 39.

Response:  The requested replacement page 39 is enclosed and indicates that net operating
income less capital expenditures is projecied 1o be §773,783 in year 1 und $807. 140 in year
7

Section €. Orderly Development, Item 8 and 9
The applicant responded to items 8 and 9 of the Economic Feasibility section rather than the
requested items of items 8 and 9 in the Orderly Development scction on page 44 ol the

application. Please provide a responsc.

The requested responses are sel forth below:

8. Document and cxplain any final ovders or judgments entered in any state or
country by a licensing agencey or court against professional licenses held by the
applicant or any entities or persons with more than a 5% ownership interest in the
applicant. Such information is to be provided for licenses regardless of whether such

license is currently held.



SUPPLEMENTAL-# 2

April 8, 2013

Mr. Phillip Barhart 12:05 pm
April 8, 2013

Page 3
2

9. Identify and explain any final civil or criminal judgments for fraud or theft
against any person or entity with more than a 5% ownership interest in the project.

Response: No such final or judgments exist.

Should you have any questions or require additional information pertaining to this
application, please do not hesitate 1o contact me by (elephone at 615.274.4838 or by e-mail at

racheliinelleyeompany.com.

Very truly yours,

(t“(, LAt (:' e 's’"i f'/ L f:.. £, Y -
Rachel C. Nelley \

Allorney

Atlachments
ce: Steve Hopland, Medical Care, PLLC



SUPPLEMENTAL-# 2
April 8, 2013
12:05 pm

PROJECTED DATA CHART
Give information for the two (2) years following the completion of this propoesal. The fiscal year begins in

January __ (Month). 12 06
W13 AR 8 Year_1 Year__ 2 _
A, Utilization Data (Specify unit of measure) MR Studies 2756 2894
B. Revenue from Services to Patients
1. Inpatient Services $ - 3 -
2. Outpatient Services $ 4,367,020 $ 4,585,888
3. Emergency Services - -
4. Other Operating Revenue (Specify)
Gross Operating Revenue $_4,367,020 $ 4,585,688
C. Deductions from Gross Operating Revenue
1.  Confractual Adjustments $ 1,754,304 $_1.842,147
2. Provision for Charity Care $ 57187 $ 60,051
3. Provisions far Bad Debt $ 95358 $ 100,132
Total Deductions $ 1,906,849 $_2,002.330
NET OPERATING REVENUE $ 2,460,171 $ 2583,358
D. Operating Expenses
1. Salaries and Wages $§ 282,800 $ 318,500
2. Physician's Salaries and Wages $ 206,700 $ 217,050
3. Supplies $ 275,600 $ 289400
4. Taxes - -
5. Depreciation $ 75000 $ 75,000
6. Rent $ 23590 $ 23580
7. Interest, other than Capital - -
8. Management Fees:
a. Fees to Affiliates $ 661,434 $ 691414
b. Fees to Non-Affiliates
9.  Other Expenses — Specify $ 108,000 $ 108,000
Total Operating Expenses $ 1,633,124 $1,722,954
E. Other Revenue (Expenses) -- Net (Specify) $ $
NET OPERATING INCOME (LOSS) $ 827,047 $ 860,404
F.  Capital Expenditures
1. Retirement of Principal $ 22311 $ 23,687
2. Interest $ 308583 $ 29577
Total Capital Expenditures $__ 53,264~ $_ 53,264
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES $ 773,783  § 807,140




SUPPLEMENTAL- # 2

April 8, 2013
12:05 pm
, om 12 08
HisTORICAL DATARWARE-0FH BB ENsES
OTHER EXPENSES CATEGORIES Year_ Year__ _ Year
1. $ $ $
2.
gl
4,
5.
6.
.
Total Other Expenses $ $ 8
PROJECTED DATA CHART-OTHER EXPENSES
OTHER EXPENSES CATEGORIES Year__1 Year 2
1. MRI service/maintenance contract ($9,000 mo} $_ 108,000 $_108,000
2
3.
4,
5
6
7

Total Other Expenses $ 108,000 $ 108,000




SUPPLEMENTAL- # 2
April 8, 2013
12:05 pm

Approved January 25, 2012

Square feet: 450

Construction cost $405,000
Construction cost per square fool: $900

4. Complete Historical and Projected Data Charts on the following two pages--Do not
modify the Charts provided or submit Chart substitutions! Historical Data Chart represcnts
revenue and expense information for the last three (3) years for which complete data is
available for the institution. Projected Data Chart requests information for the two (2)
years following the completion of this proposal. Projected Data Chart should reflect
revenue and expense projcctions for the Proposal Only (i.e., if the application is for
additional beds, include anticipated revenue from the proposed beds only, not from all beds
in the facility).

The Historical Data Chart and the Projected Data Chart have been completed and are included
as Attachment C Economic Feasibility 4.

5. Please identify the project’s average gross charge, average deduction from operating
revenue, and average net charge.

The project's average gross charge will be $1584.55 for MRI's, with the provision for
contractual adjustments, charity and bad debt averaging $691.89 per scan, the average net
charge then becomes $892.60.

6. A. Please provide the current and proposed charge schedules for the proposal. Discuss any
adjustment to current charges that will result from the implementation of the proposal.
Additionally, describe the anticipated revenue from the proposed project and the
impact on existing patient charges.

As the proposal involves a new service (MRI), there are no current charge schedules and no
projected adjustment (o current charges. The average projected gross charge, average
projected deduction (including projected contractual adjustments, provision, for charity care
and bad debts), the average projected net charge, and the anticipated revenue Sfrom the
proposed project for the two years following completion are presented in the table below as
well as in the Projected Data Chart.

[ Yeari 1 Yewd ...

Average Gross Charge $1584.55 $1584.55 |
_Average Projected Deduction 569189 - 5691.89

Average Projected Net Charge - $892.66 $892.66

Anticipated Gross Operating $4.367,020 $4.585.688
| Revenue ) B ) |

Anticipated Net Operaling $2.460,171 $2.583,358

Revenue ) IR =

B. Compare the proposed charges to those of similar facilities in the service



SUPPLEMENTAL-# 2
April 8, 2013

12:05 pm

~ Washington Iqéﬁi)?llm)hiun Orthopaedic Associates —Johnson $1 .()63.8.(..1“
~Washinglon drarikl 3BI0Re

Washinglon

Washington SMoungn: i

Washington Watauga Orthopaedics, PLC $1.410.16

AVERAGE GROSS CHARGE PER PROCEDURE - ALL facilitics $2.700.78
AVERAGE GROSS CHARGIE PER PROCEDURL — owned by Mountain

o States Health Alliance |i
AVERAGE GROSS CHARGE PER PROCEDURE - NO'T owned by
Mounlain Statcs Health Alliance
% increase in average aross charge 92.51%
*and shading indicates ownership by Mountain States Health Allicance

$1,959.99

7. Discuss how projected utilization rates will be sufficient to maintain cost-cffeetiveness.

Projected wtilization is based on current utilization rates of MRI services of Medical Care, PLLC
patients and the historic rate of growth in patients at the medical practice. The Projected Data
Chart outlines the cost-effectivencess of the proposal. A positive cash flow is expected in the first year
of operation.

8. Discuss how financial viability will be ensured within two years; and demonstrate the
availability of sufficient cash flow until financial viability is achieved.

Revenue and expense information for this proposal for Years 1 and 2 following project completion is
included in the Projected Data Chart. The net operating income less capital expenditures as
represented is projected to be $773,783 in year 1 and §807,140 in year 2.

9. Discuss the project’s participation in state and federal revenue programs including a
deseription of the extent to which Medicare, TennCare/Medicaid, and medically indigent
patients will be served by the project. In addition, report the estimated dollar amount of
revenue and percentage of total project revenue anticipated from cach of TennCare, Medicare,
or other state and federal sources for the proposal’s first year of operation.

Medical Care, PLLC is both a TennCare and Medicare provider. In the previous year, during the
period November 20, 2011 to November 20, 2012, 31.24% of the patients treated al Medical Care,
PLLC were TennCare enrollees. During the same period, 9.49% of the patients were on Medicare.
Private insurance accounted for 38.55% of the patients, Worker's Compensation accounted for
5.36% of the patients and private pay accounted for 14.71% of the patients. Medical Care, PLLC
anticipates seeing a similar payor mix in the future.

The estimated dollar amount of revenue and percentage of total project revenue anticipated from
TennCare and Medicare for the proposals first year of operation is set forth below (note that
Medical Care, PLLC typically sees TennCare and Medicare patients more frequently than other
patient populations because they tend to have more chronic conditions. Accordingly, the percentage
of anticipated revenue from TennCare and Medicare reflected below is higher than the percentage of
patients noted above. The percentage of anticipated revenue is based on the medical practice’s
current percentage of TennCare/Medicare revenue for patient visits.).



SUPPLEMENTAL- # 2
" April 8,2013

12:05 pm
AFFIDAYITop 12 05
s
STATE OF TENNESSEE
COUNTY OF _(ashes
NAME OF FACILITY: _ Medtiow / Cave. Yoy oo
L P ae Mer e, after first being duly sworn, state under oath that | am

the applicant named in this Certificate of Need application or the lawful agent thereof,

that | have reviewed all of the supplemental information submitted herewith, and that it

A2k LI

Signature/Tit/

is true, accurate, and complete.

Sworn to and subscribed before me, a Notary Public, this the Lr"'&' day of /}'Dr [ , 20 13

witness my hand at office in the County of Q(’M“«‘d«« , State of Tennessee.

A%A deee=77] ){/‘[m%ww

NOTARY PUBLIC

My commission expires O8- G- 0 W{ |

HF-0043

Revised 7/02
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